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Title  21 — Food  and  Drugs  The  Commissioner  has  carefully  re-  gress  voted  to  override  the  President’s 

CHAPTER  I _ FOOD  AND  DRUG  ADMINIS-  vlewe<*  t^ie  impact  of  this  policy  on  the  veto.  The  new  amendments  become  ef- 

TRATION,  DEPARTMENT  OF  HEALTH,  Food  and  Drug  Administration  during  fective  90  days  after  enactment,  i.e.,  on 
EDUCATION,  AND  WELFARE  the  Past  2  years,  and  concludes  that  it  February  19,  1975. 

pj  ,m  ir  ,Mpnpiui*TirvN  i1®8  had  a  beneficial  rather  than  a  detri-  The  Commissioner  notes  that,  the  con- 

ruBuu  mruKMsiiun  mental  effect.  Contrary  to  fears  ex-  cems  expressed  by  the  President  in  his 

The  Commissioner  of  Food  and  Drugs  pressed  in  many  comments  at  the  time  veto  message  are  not  applicable  to  the 
issued  a  notice  of  proposed  rulemaking,  the  proposal  was  published,  this  new  types  of  records  contained  in  Food  and 
published  in  the  Federal  Register  of  policy  of  open  disclosure  has  not  hin-  Drug  Administration  files.  Many  of  the 
May  5,  1972  (37  FR  9128),  on  the  dis-  dered  communications  or  relations  with  provisions  in  the  amendments  reflect  rec- 
closure  of  information  to  the  public  in  anyone  outside  the  Federal  government  ommendations  made  earlier  by  the  Ad- 
conformity  with  Public  Law  89-487,  re-  nor  has  it  impeded  internal  agency  ministrative  Conference  of  the  United 
vised  by  Public  Law  90-23,  the  public  deliberations.  It  has,  of  course,  properly  States  or  are  already  reflected  in  exist- 
information  section  of  the  Administra-  encouraged  closer  public  scrutiny  of  Pood  lng  case  law,  in  the  regulations  of  the 
tive  Procedure  Act,  known  commonly  as  and  Drug  Administration  actions,  and  Department  of  Health,  Education,  and 
the  “Freedom  of  Information  Act.”  thus  has  fostered  greater  public  ac-  Welfare,  and  in  the  proposed  Food  and 

The  Commissioner  received  a  total  of  countability  of  the  agency.  Drug  Administration  regulations  pub- 

667  letters,  68  of  which  made  substan-  Accordingly,  the  Commissioner  con-  lished  in  May  1972.  Accordingly,  the  Food 
tive  comments  on  one  or  more  sections  eludes  not  only  that  the  open  disclosure  and  Drug  Administration  has  closely  fol- 
of  the  proposal.  These  letters  were  from  policy  under  the  proposed  regulations  lowed  the  legislative  progress  of  these 
individuals,  consumer  groups,  nonprofit  should  be  continued,  but  indeed  that  amendments  in  preparing  these  final  reg- 
institutions  and  associations,  trade  asso-  greater  use  should  be  made  in  the  future  '  ‘  ‘ 
ciations,  and  representatives  of  com-  of  the  Commissioner’s  discretionary  au- 
panies  subject  to  regulation  under  the  thority  to  release  agency  records  which, 
laws  administered  by  the  Food  and  Drug  under  the  strict  terms  of  the  statute, 

Administration.  could  be  retained  as  confidential.  This 

The  bulk  of  the  comments,  mainly  policy  is  reflected  in  these  final  regula- 
from  individuals,  made  general  observa-  tions.  The  Commissioner  believes  that 
tions  in  favor  of  the  release  of  more  or  all  this  policy  is  in  the  best  interests  of  both 
information  in  government  files  to  all  the  public  and  the  government, 
who  want  to  review  it.  2.  The  proposed  regulations  were 

A  small  number  of  comments  opposed  divided  into  two  different  types  of  provi- 
in  general  any  liberalization  of  disclosure  sions.  The  general  provisions  relating  to 
policies  on  the  ground  that  this  posed  a  procedure,  fees,  exemptions,  and  some 
threat  to  free  enterprise.  specific  categories  of  agency  records  were 

Most  of  the  letters  making  substantive  included  in  Part  4  of  Title  21  of  the  Code 
comments  were  concerned  with  various  of  Federal  Regulations.  Specific  provi- 
specific  provisions  of  the  regulations  and  sions  relating  to  documents  that  are  al- 
contained  recommendations  for  changes,  ready  the  subject  of  regulations  in  other 
These  comments  and  recommendations  parts  of  Title  21  of  the  Code  of  Federal 
and  the  Commissioner’s  conclusions  con¬ 
cerning  them  are  set  out  below. 

The  proposed  regulations  have  been  sions  relating  to  section  305  hearing  rec- 
implemented  since  they  were  published  ords,  food  additive  petitions,  and  new 
except  in  a  few  minor  respects.  The  drug  applications. 

Commissioner  concluded  not  to  issue  Upon  review  of  the  comments  sub¬ 
final  regulations  immediately  alter  the  mitted  on  the  proposal,  the  Commis- 
time  for  public  comment  on  the  proposal  sioner  concludes  that  this  basic  structure 
had  expired,  in  order  to  gain  experience  should  be  retained.  Whenever  possible, 
under  the  proposal  and  because  of  pend-  provisions  relating  to  disclosure  or  non- 
ing  litigation  on  the  scope  of  the  trade  disclosure  of  records  should  be  incor- 
secrets  exemption.  Substantial  experi-  porated  into  existing  or  new  regulations 
ence  has  now  been  gained  under  the  pro-  dealing  specifically  with  those  types  of 
posal,  and  the  preamble  and  final  regu-  documents. 

lations  cover  all  of  the  types  of  issues  The  Commissioner  has  also  concluded 
that  have  arisen  in  the  intervening  2  that  the  more  general  provisions  in  Part 
years.  The  pending  litigation,  “Morgan  v.  4  require  reorganization  in  order  to  group 
FDA,”  495  F.2d  1075  (D.C.  Cir.  1974) ,  has  together  the  provisions  that  more  closely 
been  concluded.  Accordingly,  the  Com-  relate  to  each  other  and  to  make  these 
missioner  concludes  that  it  is  appropriate  regulations  more  readable  and  under- 
to  issue  these  final  regulations  governing  standable.  Accordingly,  Part  4  has  been 
the  handling  of  all  public  Information  re-  divided  into  six  subparts,  dealing  with 
quests  by  the  Food  and  Drug  Adminis-  official  testimony  and  information,  gen- 
tration.  eral  policy,  procedures  and  fees,  exemp- 

General  Policy  and  Organization  or  tions,  limitations  on  exemptions,  and  the 
The  Final  Regulations  availability  of  specific  types  of  docu- 


General  Comments 

4.  Comments  contended  that  the  open 
disclosure  policy  set  out  in  the  proposed 
regulations  published  in  May  1972  would 
increase  product  liability  and  other  liti¬ 
gation  problems  for  companies. 

The  Commissioner  advises  that  the 
question  of  whether  this  type  of  litiga- 

_  tion  would  increase  or  decrease  is  not  a 

Regulations  were  incorporated  directly  factor  to  be  considered  in  determining 
into  those  other  parts,  such  as  the  provi-  the  disclosure  of  information  to  the  pub¬ 
lic  under  the  Freedom  of  Information 
Act. 

5.  Comments  contended  that  many 
Food  and  Drug  Administration  records 
and  documents  should  not  be  disclosed 
because  they  could  be  distorted,  mis¬ 
construed,  and  quoted  out  of  context. 

The  Commissioner  realizes  that  all 
public  information  can  be  abused.  This 
is,  however,  not  a  reason  for  declining 
to  comply  with  the  requirements  of  the 
Freedom  of  Information  Act. 

6.  One  comment  stated  that,  in  the 
scientific  world,  the  ability  to  publish  an 
article  containing  data  that  have  not 
previously  been  made  available  is  a  defi¬ 
nite  advantage.  It  was  contended  that 
those  who  create  the  data  have  a  right 
to  publish  them  without  the  threat  of  a 
prior  disclosure  of  such  data  by  the  Food 
and  Drug  Administration. 

The  Commissioner  concludes  that, 
once  disclosable  data  have  been  sub¬ 
mitted  to  the  Food  and  Drug  Administra¬ 
tion,  they  will  be  disclosed  to  the  public 
upon  request.  Before  any  voluntary  sub¬ 
mission  of  unpublished  scientific  infor¬ 
mation  to  the  Food  and  Drug  Adminis¬ 
tration,  the  person  submitting  it  will 
have  an  opportunity  to  obtain  an  opinion 
from  the  agency  under  the  procedure 
established  in  S  4.44  of  the  regulations  as 
to  whether  it  will  be  disclosed  to  the  pub¬ 
lic  upon  request,  or  whether  it  falls  with¬ 
in  an  exemption  from  disclosure  and  thus 
will  not  be  available  for  public  disclosure. 
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The  Freedom  of  Information  Act  con¬ 
tains  no  exemption  permitting  the  Food 
and  Drug  Administration  to  withhold 
data  from  public  disclosure  solely  on  the 
ground  that  it  is  not  yet  published.  Ac¬ 
cordingly  ,  unless  data  fall  within  one  of 
the  specific  statutory  exemptions  from 
disclosure,  the  only  positive  means  for  a 
scientist  to  protect  his  first  publication 
rights  is  to  publish  the  information  be¬ 
fore  submitting  it  to  the  Food  and  Drug 
Administration. 

7.  A  comment  contended  that  some 
data  and  information  submitted  to  the 
Food  and  Drug  Administration  may  not 
properly  be  copied  for  distribution  to  the 
public  because  of  the  copyright  rights  to 
it. 

The  Commissioner  concludes  that,  to 
the  extent  that  the  Freedom  of  Infor¬ 
mation  Act  and  the  copyright  laws  con¬ 
flict,  the  specific  requirements  for  public 
disclosure  under  the  Freedom  of  Infor¬ 
mation  Act  must  be  construed  to  prevail. 

8.  It  was  asserted  in  comments  that 
there  is  no  legal  support  for  the  provi¬ 
sion  contained  in  several  places  in  the 
proposed  regulations  that  records  shall 
be  disclosed  unless  “extraordinary  cir¬ 
cumstances”  exist.  It  was  suggested  that 
guidelines  be  adopted  to  establish  the 
meaning  of  “extraordinary  circum¬ 
stances.” 

The  Commissioner  advises  that  this 
type  of  provision  creates  a  strong  pre¬ 
sumption  of  disclosure  and  requires  any 
person  who  believes  that  a  specific  rec¬ 
ord  falling  within  the  rule  should  not  be 
disclosed  bears  the  burden  of  overcoming 
that  presumption  by  showing  unusual 
circumstances  that  justify  nondisclosure. 
Because  it  is  impossible  to  predict  what 
facts  would  be  sufficient  to  satisfy  this 
burden,  the  Commissioner  concludes  that 
general  guidelines  are  not  feasible  and 
that  this  type  of  provision  will  be  admin¬ 
istered  on  the  basis  of  the  facts  shown 
in  each  case. 

9.  Several  provisions  in  the  proposed 
regulations  published  in  May  1972  would 
have  imposed  the  requirement  that, 
within  180  days  from  the  final  regula¬ 
tions,  any  person  who  had  previously 
submitted  data  or  information  to  the 
Food  and  Drug  Administration  must  re¬ 
view  that  material  and,  if  confidentiality 
was  desired  and  justified,  submit  a  re¬ 
quest  that  It  be  retained  in  confidence. 
Numerous  comments  objected  to  this 
provision  on  the  grounds  that  it  imposed 
an  impossible  burden  on  industry  in  light 
of  the  voluminous  information  submitted 
and  that  much  of  this  information  would 
never  be  requested  anyway.  It  was  almost 
uniformly  suggested  that  this  matter  be 
handled  on  an  ad  hoc  basis  when  re¬ 
quests  for  disclosure  are  received. 

The  Commissioner  agrees  with  these 
comments,  and  has  deleted  all  require¬ 
ments  for  justifying  the  confidentiality 
oLpreviously  submitted  material.  When  a 
request  for  information  is  received,  and 
It  clearly  falls  within  the  disclosure  rules 
laid  out  in  these  final  regulations,  it  will 
be  disclosed  at  once.  If  the  matter  pre- 
•  sents  a  close  question,  the  affected  per¬ 


son  may  be  consulted  pursuant  to  S  4.45. 
The  Commissioner  concludes  that  this 
procedure  is  sufficient  and  will  reduce 
the  burden  on  both  the  agency  and  per¬ 
sons  who  submit  information. 

10.  Comments  suggested  that  the  de¬ 
cision  of  the  Assistant  General  Counsel, 
Food  and  Drug  Division,  on  disclosure 
should  constitute  final  agency  action 
since  the  Assistant  Commissioner  for 
Public  Affairs  did  not  appear  to  have  the 
necessary  legal  expertise.  A  Comment  also 
suggested  that  the  power  to  make  final 
decisions  cm  disclosure  be  placed  in  the 
office  of  the  Associate  Commissioner  for 
Compliance  who  would  then  delegate  this 
power  to  an  Administrative  Law  Judge 
operating  out  of  that  office. 

The  Commissioner  advises  that  it  is  in 
accordance  with  the  policy  of  the  De¬ 
partment  of  Health,  Education,  and  Wel¬ 
fare  to  vest  the  power  to  make  final  de¬ 
cisions  on  public  disclosure  of  records  in 
the  Assistant  Commissioner  for  Public 
Affairs.  The  legal  expertise  of  the  Assist¬ 
ant  General  Counsel  and  the  experience 
of  the  Associate  Commissioner  for  Com¬ 
pliance  is  available  to  the  Assistant  Com¬ 
missioner  for  Public  Affairs  at  all  times. 

11.  One  comment  stated  that  the  pro¬ 
posed  regulations  of  the  Food  and  Drug 
Administration  appear  to  go  beyond  the 
proposed  regulations  of  the  Department 
of  Health,  Education,  and  Welfare,  and 
contended  that  the  Food  and  Drug  Ad¬ 
ministration  has  no  authority  to  promul¬ 
gate  regulations  different  from  the  De¬ 
partment  regulations. 

The  Department  published  its  final 
regulations  in  the  Federal  Register  of 
August  17,  1973  (38  FR  22231).  Section 
5.11  of  those  regulations  (45  CFR  5.11) 
expressly  recognizes  that  the  Food  and 
Drug  Administration  may  issue  its  own 
supplementary  regulations  as  long  as 
they  are  consistent  with  the  Department 
regulations.  The  Commissioner  con¬ 
cludes  that  these  final  regulations  are 
entirely  consistent  with  the  Department 
regulations. 

12.  Questions  have  arisen  about  the 
availability  for  public  disclosure  of  the 
various  types  of  petitions  filed  with  the 
agency  pursuant  to  the  Administrative 
Procedure  Act  rather  than  pursuant  to 
particular  provisions  of  the  Federal 
Pood,  Drug,  and  Cosmetic  Act,  request¬ 
ing  the  agency  to  take  or  refrain  from 
taking  action  with  respect  to  any  mat¬ 
ter  subject  to  its  jurisdiction. 

The  Commissioner  advises  that  such 
petitions  will  be  the  subject  of  explicit 
provisions  in  the  new  procedural  regula¬ 
tions  that  will  be  published  in  the  Fed¬ 
eral  Register  in  the  near  future.  Ac¬ 
cordingly,  no  provision  is  included  in 
these  regulations  relating  to  such  mat¬ 
ters. 

13.  Questions  have  been  asked  as  to 
whether  data  and  information  contained 
in  a  request  for  hearing  on  such  matters 
as  a  food  standard  regulation,  a  food 
additive  regulation,  or  withdrawal  of  a 
new  drug  application,  are  available  for 
public  disclosure. 

The  Commissioner  advises  that  this 
matter  will  also  be  handled  in  the  new 


procedural  regulations  that  will  be  pub¬ 
lished  in  the  Federal  Register  in  the 
near  future.  As  a  general  rule,  such  data 
and  information  have  the  same  status 
as  they  would  if  they  had  been  sub¬ 
mitted  as  part  of  a  petition  or  applica¬ 
tion  of  the  type  involved  in  the  pro¬ 
ceeding. 

14.  Requests  have  been  made  for  all 
internal  memoranda  and  other  docu¬ 
ments  supporting  a  particular  proposed 
or  final  regulation  issued  by  the  Food 
and  Drug  Administration. 

The  Commissioner  advises  that  this 
matter  will  also  be  handled  in  the  pro¬ 
posed  new  procedural  regulations  to  be 
published  shortly  in  the  Federal 
Register.  Accordingly,  no  provision  with 
respect  to  this  matter  is  included  in 
these  final  regulations. 

Section  305  Hearing  Records 

15.  Section  305  of  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (21  U.S.C.  335) 
provides  for  an  informal  hearing  before 
the  Food  and  Drug  Administration  re¬ 
ports  any  violation  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  to  a  United 
States  attorney  for  prosecution.  Section 
1.6(c)  of  the  proposed  regulations  makes 
available  for  public  disclosure  factual 
information  contained  in  the  file  relat¬ 
ing  to  a  hearing  held  under  section  305 
after  the  file  is  closed  or  the  statute  of 
limitations  runs,  whichever  occurs  first. 

The  basic  objection  to  §  1.6(c)  voiced 
in  several  comments  was  fear  of  what 
was  variously  termed  “trial  by  news¬ 
paper”  or  “trial  by  press.”  It  was  argued 
that  the  effect  of  making  public  a  sec¬ 
tion  305  citation  would  be  to  stigmatize 
a  company  without  providing  the  com¬ 
pany  an  opportunity  for  a  public  defense. 
This  would  be  particularly  true,  it  was 
asserted,  If  the  section  305  hearing  re¬ 
sulted  in  a  determination  that  there  was 
no  basis  for  criminal  prosecution.  It  was 
felt  that  the  need  for  the  public  to  know 
was  outweighed  by  the  potential  injury 
to  the  manufacturer  generated  by  a  pos¬ 
sible  public  misunderstanding  over  the 
nature  of  a  section  305  hearing.  Several 
comments  drew  parallels  between  the 
section  305  hearing  and  a  grand  jury 
hearing,  suggesting  that  the  secrecy 
necessary  for  the  latter  to  operate  was 
also  necessary  for  a  section  305  hearing. 

The  Commissioner  concludes  that  the 
legislative  history  of  the  Freedom  of  In¬ 
formation  Act.  and  the  recent  amend¬ 
ments  shows  that  Congress  considered 
the  potential  for  harm  caused  by  release 
to  the  public  of  government  information, 
and  found  it  to  be  outweighed  by  the  pub¬ 
lic’s  right  to  obtain  this  information. 
Section  1.6(c)  (4)  adequately  protects 
the  rights  of  individuals  by  providing  for 
deletion  of  names  of  individuals  who 
were  considered  for  criminal  prosecution 
but  were  not  prosecuted  from  the  dis- 
closable  material.  The  Constitution  and 
the  Freedom  of  Information  Act  protect 
the  right  of  privacy  only  of  individuals. 
Accordingly,  $  1.6(c)  does  not  provide 
for  similar  deletion  of  names  of  corpora¬ 
tions. 
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16.  Concern  was  expressed  that  the 
utility  of  the  section  305  hearing,  de¬ 
scribed  in  current  Food  and  Drug  Admin¬ 
istration  regulations  as  “private  and  In¬ 
formal"  (21  CFR  1.6(a)),  would  be  seri¬ 
ously  impaired  if  the  hearing  file  is  pub¬ 
licly  disclosed.  In  a  private  and  Informal 
setting,  a  manufacturer  might  be  willing 
to  admit  unintentional  technical  viola¬ 
tions  of  the  act  in  order  to  place  the  full 
facts  on  the  record.  If  there  were  to  be 
free  disclosure  of  such  factual  informa¬ 
tion,  it  was  stated,  it  would  close  the 
mouths  of  the  manufacturers  and  pre¬ 
vent  the  section  305  hearing  from  accom¬ 
plishing  its  purpose. 

The  Commissioner  has  no  reason  to 
believe  that  disclosure  of  this  information 
after  the  matter  is  closed  would  impair 
the  utility  of  the  section  305  hearing.  The 
Commissioner  concludes  that  disclosure 
of  the  section  305  hearing  records  after 
the  matter  is  closed  is  particularly  impor¬ 
tant  where  prosecution  is  not  recom¬ 
mended,  or  is  recommended  but  not  filed, 
in  order  to  assure  a  public  accounting  of 
the  matter.  Any  regulatory  matter  must 
at  some  point  in  time  be  open  to  public 
scrutiny  and  public  accountability. 

17.  One  comment  argued  that  the  Free¬ 
dom  of  Information  Act  exemption  for 
“investigatory  files"  was  dispositive  and 
prevented  the  Food  and  Drug  Adminis¬ 
tration  from  providing  for  even  limited 
release  of  investigatory  records.  The  case 
of  “Frankel  v.  SEC,”  460  F.  2d  813  (2d  Cir. 
1972) ,  was  cited  as  a  bar  to  the  disclosures 
provided  for  in  S  1.6(c).  In  “Frankel,” 
a  shareholder  sought  the  SEC  investiga¬ 
tory  files  on  a  corporation  against  which 
the  SBC  had  brought  suit.  Prior  to  the 
request  for  disclosure  the  suit  had  been 
concluded  by  a  consent  decree.  The  Court 
noted  that  one  of  the  purposes  of  the 
exemption  for  investigatory  files,  as  ex¬ 
pressed  in  the  House  and  Senate  reports, 
was  “•  •  •  to  keep  confidential  the  pro¬ 
cedures  by  which  the  agency  conducted 
Its  Investigation  and  by  which  it  has 
obtained  information”  (460  F.  2d  at  817) 
and  reversed  the  District  Court  decision 
which  held  that  after  the  file  was  not 
being  actively  used  for  law  enforce¬ 
ment  purposes  it  was  no  longer  subject 
to  the  investigatory  file  exemption. 

The  Commissioner  notes  that  the  ex¬ 
emptions  from  disclosure  for  which  the 
Freedom  of  Information  Act  provides  are 
discretionary,  not  mandatory.  The  Com¬ 
missioner  has  concluded,  as  a  matter  of 
discretion,  that  these  records  should  be 
available  for  public  disclosure  after  the 
matter  is  closed  or  the  statute  of  limita¬ 
tions  runs,  whichever  occurs  first.  See 
“Rayner  &  Stonington,  Inc.  v.  FDA,”  No. 
68-1995  (EJ3.  Pa.  1969).  The  “Frankel” 
decision  merely  holds  that,  where  an 
agency  does  assert  the  investigatory  file 
exemption,  it  may  properly  do  so  even 
after  the  matter  is  closed.  The  Commis¬ 
sioner  does  agree  that  those  portions  of 
Investigatory  records  that  would  reveal 
confidential  Investigative  techniques  and 
procedures  will  not  be  disclosed,  and 
S  4.64(a)  (5)  of  the  regulations  so  pro¬ 
vides. 

18.  Questions  have  been  raised  as  to 
whether  section  305  hearing  records, 


or  any  other  investigatory  records,  com¬ 
piled  with  respect  to  the  activity  of  an 
individual.  e.g„  a  clinical  Investigator, 
will  be  released  after  a  determination  is 
made  not  to  take  regulatory  action  and 
the  matter  is  (dosed. 

The  Commissioner  advises  that  all 
such  records  will  be  released  to  the  pub¬ 
lic  in  accordance  with  $5  1.6(c)  and  4.64 
after  the  matter  is  closed.  Names  and 
other  Information  that  would  Identify 
the  individual  will  be  deleted.  If  records 
relating  to  a  closed  section  305  hearing 
for  a  specific  individual  are  requested  by 
name,  they  will  also  be  released  after 
deletion  of  identifying  information. 

19.  There  was  criticism  of  the  provi¬ 
sion  for  the  deletion  of  “statements  of 
witnesses  obtained  through  promises  of 
confidentiality,  names  of  individuals  *  *  * 
and  other  confidential  information” 
since  these  exemptions  are  not  specifi¬ 
cally  provided  for  in  the  statute.  It  was 
also  suggested  that  keeping  secret  the 
names  of  Individuals  against  whom  the 
Food  and  Drug  Administration  deter¬ 
mines  not  to  bring  prosecutions  is  a  mis¬ 
application  of  “Wisconsin  v.  Constanti¬ 
neau,”  400  TJJS.  433  (1971).  It  was  as¬ 
serted  that  one  court  has  rejected  the 
contention  that  “Constantineau”  bars 
disclosure  of  names  of  persons  against 
whom  “no  prosecution”  decisions  have 
been  made  by  administrative  agencies, 
“Wellford  v.  Hardin,”  444  F.2d  21  (4th 
Cir.  1971).  It  was  contended  that  the 
public  has  a  right  to  know  of  and  judge 
these  kinds  of  decisions,  particularly 
since  strict  criminal  liability  is  involved. 

The  Commissioner  concludes  that  the 
Food  and  Drug  Administration,  as  a  law 
enforcement  agency,  is  entitled  under 
the  Freedom  of  Information  Act  to  ex¬ 
empt  from  disclosure  Investigatory  rec¬ 
ords  compiled  for  law  enforcement  pur¬ 
poses,  and  may,  under  some  circum¬ 
stances,  keep  such  records  confidential 
after  the  enforcement  action  is  com¬ 
pleted.  See,  e.g.,  “Frankel  ▼.  SEC,”  460 
F.2d  813  (2d  Cir.  1972);  “Weisberg  v. 
Department  of  Justice,”  489  FJ2d  1195 
(D.C.  Cir.  1973) ;  “Aspin  v.  Department 
of  Defense,”  491  F.2d  24  (D.C.  Cir.  1973) . 
The  Food  and  Drug  Administration  views 
nondisclosure  of  witness  statements  in¬ 
duced  by  a  preanise  of  confidentiality  to 
be  essential  to  its  law  enforcement 
function  and  finds  that  such  statements 
are  protected  by  the  investigatory  rec¬ 
ords  exemption.  “Other  confidential 
information”  refers  only  to  confidential 
information  within  the  meaning  of  the 
Freedom  of  Information  Act,  and  the 
regulation  has  been  revised  to  so  state. 
With  regard  to  the  nondisclosure  of 
names  of  individuals,  1 1.6(c)  Is  clearly 
in  accord  with  the  holding  in  “Wisconsin 
v.  Constantineau.”  “Wellford  v.  Hardin” 
is  inapplicable  since  it  dealt  with  the  dis¬ 
closure  of  names  of  persons  to  whom 
warning  letters  were  sent  in  lieu  of 
prosecution  and  therefore  would  imply 
to  section  306  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  rather  than  to  section 
305.  As  discussed  elsewhere  in  this  pre¬ 
amble,  all  warning  letters  Issued  under 
section  306  of  the  act  are  immediately 
released  to  the  public. 


20.  It  was  suggested  that  what  was 
determined  to  be  disclosable  “factual  in¬ 
formation”  might  well  not  be  strictly 
factual  since  “facts”  as  recorded  may  re¬ 
flect  the  opinions  and  subjective  evalu¬ 
ations  of  the  recorder.  Opinions  and  sub¬ 
jective  evaluations  would  thus  be  indi¬ 
rectly  available  for  public  disclosure 
when  investigatory  records  are  released. 

The  Commissioner  is  aware  that  in 
some  instances  it  may  be  difficult  to  dis¬ 
tinguish  between  fact  and  opinion.  An 
effort  will  be  made  to  separate  the  two 
and  to  release  under  S  1.6(c)  those  por¬ 
tions  of  the  section  305  hearing  records 
which  do  not  contain  any  subjective 
opinions,  except  where  the  Commission¬ 
er  concludes,  in  his  discretion,  that  re¬ 
lease  of  such  additional  material  would 
be  in  the  public  interest. 

The  Commissioner  notes  that  the  in¬ 
vestigatory  records  exemption  is  dis¬ 
cretionary,  not  mandatory.  Accordingly, 
the  Commissioner  may  determine  to  re¬ 
lease  opinions  and  subjective  informa¬ 
tion  if  he  concludes  that  it  is  in  the 
public  interest  to  do  so.  A  new  §  4.82  has 
been  added  to  the  final  regulations  ex¬ 
plicitly  to  provide  for  such  discretionary 
disclosure. 

21.  A  question  has  arisen  as  to  whether 
the  names  of  Food  and  Drug  Adminis¬ 
tration  employees  will  be  deleted  from 
section  305  hearing  records. 

The  Commissioner  concludes  that  the 
names  of  all  Food  and  Drug  Administra¬ 
tion  employees  will  be  disclosed,  except 
in  rare  circumstances  where  it  is  con¬ 
cluded  that  disclosure  of  such  names 
would  be  inconsistent  with  the  other  pro¬ 
visions  of  these  regulations,  e.g..  It  would 
endanger  confidential  sources  of  infor¬ 
mation.  The  Commissioner  believes  that 
the  names  of  all  government  officials  in¬ 
volved  in  any  regulatory  matter  should 
ordinarily  be  a  matter  of  public  infor¬ 
mation.  Section  4.32  of  the  final  regula¬ 
tions  states  this  policy. 

22.  Questions  have  also  arisen  as  to 
whether  the  names  of  individuals  will  be 
deleted  from  section  305  hearing  records 
if  the  matter  results  in  criminal  prose¬ 
cution. 

The  Commissioner  concludes  that  such 
names  will  not  be  deleted  if  those  spe¬ 
cific  individuals  were  Included  in  the 
criminal  prosecution.  The  name  and 
other  information  that  would  identify 
any  individual  in  a  section  305  citation 
but  not  subsequently  prosecuted  will  be 
deleted  in  order  to  protect  his  privacy. 

23.  Questions  have  arisen  as  to 
whether  all  or  any  portion  of  section  305 
hearing  records  may  be  disclosed  before 
the  matter  is  closed  or  the  statute  of 
limitations  has  run. 

Although  the  Commissioner  retains 
discretion  to  release  such  information  be¬ 
fore  the  file  is  closed,  he  concludes  that 
this  will  be  done  only  in  rare  circum¬ 
stances  where  consideration  of  criminal 
prosecution  is  involved.  Because  a  section 
305  hearing  raises  the  possibility  of  crim¬ 
inal  prosecution,  the  Food  and  Drug  Ad¬ 
ministration  must  take  precautions  to 
avoid  prejudicial  pretrial  publicity.  Ac¬ 
cordingly,  the  Commissioner  will  only 
very  rarely  exercise  his  discretion  to  re¬ 
lease  such  material  before  the  file  is 
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closed  or  the  statute  of  limitations  runs, 
and  only  under  circumstances  that  dem¬ 
onstrate  a  compelling  necessity. 

24.  Questions  have  been  raised  with 
respect  to  the  exact  time  at  which  sec¬ 
tion  305  hearing  records  become  “closed.” 

The  Commissioner  advises  that  the 
Food  and  Drug  Administration  has 
adopted  general  guidelines  to  determine 
when  section  305  hearing  records  are 
closed.  These  guidelines  are  set  out  in 
§  1.6(c)  of  the  final  regulations  and  dis¬ 
cussed  in  paragraph  113  of  this  preamble. 

25.  Under  the  Freedom  of  Information 
Act  amendments,  the  investigatory  rec¬ 
ords  exemption  has  been  amended  to 
read  as  follows: 

(7)  Investigatory  records  compiled  for  law 
enforcement  purposes,  but  only  to  the  extent 
that  the  production  of  such  records  would 

(A)  Interfere  with  enforcement  proceedings, 

(B)  deprive  a  person  of  a  right  to  a  fair  trial 
or  an  Impartial  adjudication,  (C)  constitute 
an  unwarranted  invasion  of  personal  privacy, 
(D)  disclose  the  identity  of  a  confidential 
source  and,  in  the  case  of  a  record  compiled 
by  a  criminal  law  enforcement  authority  in 
the  course  of  a  criminal  investigation,  or  by 
an  agency  conducting  a  lawful  national  secu¬ 
rity  intelligence  investigation,  confidential 
Information  furnished  only  by  the  confiden¬ 
tial  source,  (E)  disclose  Investigative  tech¬ 
niques  and  procedures,  or  (P)  endanger  the 
life  or  physical  safety  of  law  enforcement 
personnel: 

The  Commissioner  concludes  that  the 
policy  stated  in  §  1.6(c)  fully  complies 
with  this  change  in  the  law.  Section  305 
hearing  records  deal  with  possible  crim¬ 
inal  prosecution.  The  Food  and  Drug  Ad¬ 
ministration  must  be  careful  to  avoid 
prejudicial  pretrial  publicity  with  respect 
to  criminal  matters.  See  “United  States 
v.  Abbott  Laboratories,”  369  F.  Supp. 
1396  (E.D.N.C.  1973) ,  rev’d,  No.  74-1230 
(4th  Cir.  1974).  Accordingly,  the  Com¬ 
missioner  concludes  that,  except  in  rare 
circumstances,  information  should  not 
be  released  from  a  section  305  hearing 
record  before  the  matter  is  closed,  in 
order  to  avoid  interference  with  enforce¬ 
ment  proceedings  or  prejudicing  a  per¬ 
son’s  right  to  a  fair  trial  and  an  impartial 
adjudication. 

The  Conference  Report  No.  93-1380, 
dated  September  25,  1974,  on  the  Free¬ 
dom  of  Information  Act  amendments  in¬ 
dicates  that  the  purpose  of  this  revision 
of  the  law  is  to  narrow  some  of  the  court 
decisions  that  had  tended  to  expand  the 
investigatory  file  exemption.  The  Com¬ 
missioner  notes  that  §  1.6(c)  is  consider¬ 
ably  narrower  than  a  number  of  the  court 
decisions  would  permit,  and  that  the 
agency  has  already  concluded  to  exercise 
its  discretion  to  release  investigatory  rec¬ 
ords  when  a  case  is  closed.  The  informa¬ 
tion  excluded  from  such  release  under 
the  final  regulations  falls  squarely  within 
the  provisions  of  the  revised  statutory 
exemption  contained  in  the  amendments. 

Official  Records  and 
Information 

26.  A  number  of  questions  have  arisen 
as  to  when  the  Pood  and  Drug  Admin¬ 
istration  will  permit  an  employee  to 
testify  in  private  litigation. 


The  Commissioner  concludes  that  the 
primary  obligation  of  Food  and  Drug  Ad¬ 
ministration  employees  is  to  implement 
and  enforce  the  laws  subject  to  the 
agency’s  jurisdiction.  The  agency  has  no 
congressional  mandate  to  aid  private  liti¬ 
gants.  Accordingly,  the  Food  and  Drug 
Administration  will  ordinarily  decline  to 
permit  agency  employees  to  testify  or 
otherwise  participate  in  their  official  ca¬ 
pacity  in  private  litigation. 

The  Commissioner  recognizes,  how¬ 
ever,  that  exceptions  will  exist  to  this 
rule.  For  example,  the  Commissioner 
will  permit  Food  and  Drug  Administra¬ 
tion  employees  to  testify  or  participate 
in  private  litigation  in  instances  where 
former  Food  and  Drug  Administration 
employees  testify  with  respect  to  agency 
policy  in  a  way  that  requires  correction 
of  the  record  to  prevent  an  unjust  re¬ 
sult,  or  where  private  litigation  is  de¬ 
signed  to  achieve  the  same  purpose  that 
would  be  achieved  by  agency  action  and 
thus  is  concluded  by  the  Food  and  Drug 
Administration  to  be  in  the  public  In¬ 
terest,  or  where  the  results  of  the  pri¬ 
vate  litigation  may  have  a  significant 
impact  on  Food  and  Drug  Administra¬ 
tion  policy  or  action,  or  where  Food  and 
Drug  Administration  action  resulted  in 
the  lawsuit.  Section  4.1  of  the  regulations 
has  been  revised  to  state  this  policy,  and 
has  been  divided  into  three  sections  and 
rewritten  for  editorial  purposes. 

General  Policy 

27.  A  number  of  comments  on  the  pro¬ 
posed  regulations  published  in  May  1972 
related  to  the  broad  policy  underlying 
and  interspersed  with  the  specific 
provisions. 

The  Commissioner  concludes  that  a 
new  Subpart  B  should  be  added  to  21 
CFR  Part  4,  to  Include  such  statements 
of  general  policy. 

Policy  on  Disclosure  of  Food  and  Drug 
Administration  Records 

28.  Comments  contended  that  the 
proposed  regulations  published  in  May 
1972  improperly  placed  the  burden  for 
justifying  nondisclosure  on  companies 
who  have  previously  furnished  informa¬ 
tion,  while  placing  no  burden  upon  the 
public  to  justify  any  compelling  need  or 
cogent  reason  for  requesting  the  infor¬ 
mation. 

The  Commissioner  advises  that  these 
comments  accurately  reflect  the  pro¬ 
posed  and  final  regulations,  and  that 
those  regulations  in  turn  reflect  the  in¬ 
tent  of  Congress  as  embodied  in  the 
Freedom  of  Information  Act.  Under  the 
law,  any  person  is  entitled  to  receive 
information  unless  it  is  subject  to  one 
of  the  stated  exemptions.  The  law  does 
not  require  that  there  be  any  justification 
whatever  for  such  a  request.  Only  where 
there  is  a  request  for  discretionary  re¬ 
lease  of  exempt  records,  or  for  waiver 
of  fees,  does  the  justification  for  dis¬ 
closure  become  relevant. 

Uniform  Access  to  Records 

29.  In  administering  the  Freedom  of 
Information  Act,  the  Food  and  Drug 


Administration  has  uniformly  adopted 
the  position  that,  if  any  record  is  avail¬ 
able  to  any  member  of  the  public,  it 
must  be  made  available  to  all  members 
of  the  public,  with  only  very  limited 
exceptions.  This  approach  guarantees 
equal  access  to  all  information  available 
from  the  Food  and  Drug  Administration. 

The  Commissioner  concludes  that  this 
general  policy  should  be  explicitly  stated 
in  the  final  regulations.  Accordingly,  a 
new  5  4.21  has  been  added  for  that 
purpose. 

30.  Comments  requested  clarification 
of  the  statement  to  the  effect  that  in¬ 
formation  in  Food  and  Drug  Adminis¬ 
tration  files  that  has  previously  been 
made  public  “in  an  authorized  manner” 
will  be  generally  released  to  the  public, 
and  asked  what  would  be  considered  an 
“unauthorized”  manner. 

The  Commissioner  advises  that  this 
phrase,  and  other  similar  language  in 
the  final  regulations,  is  intended  to  ex¬ 
clude  information  that  is  “leaked”  from 
agency  files  or  otherwise  disclosed  in  an 
unauthorized  manner.  Thus,  if  an  in¬ 
ternal  memorandum  is  given  to  a  mem¬ 
ber  of  the  press  without  authorization, 
and  part  of  it  is  reproduced  in  the  public 
media,  the  entire  memorandum  or  even 
the  portion  that  has  been  reproduced 
need  not  be  made  available  for  public 
disclosure.  Any  different  policy  would 
encourage  unauthorized  disclosures  of 
agency  material. 

The  Commissioner  concludes  that  re¬ 
lease  by  Congress  of  material  that  would 
not  be  disclosed  by  the  Food  and  Drug 
Administration  is  nevertheless  an  au¬ 
thorized  release,  since  Congress  is  au¬ 
thorized  to  release  any  information  it 
wishes  to  release.  Accordingly,  any  ma¬ 
terial  obtained  by  Congress,  i.e.,  by  a 
committee  or  subcommittee,  and  subse¬ 
quently  authorized  to  be  disclosed,  auto¬ 
matically  triggers  the  requirement  that 
it  be  released  for  public  disclosure  by  the 
Food  and  Drug  Administration  to  any 
person  who  requests  it. 

31.  Some  comments  indicated  that  it 
would  be  acceptable  to  have  scientific 
information  contained  in  Food  and  Drug 
Administration  files  furnished  to  scien¬ 
tists  and  scholars,  but  that  it  should  not 
be  furnished  to  the  news  media  or  others 
who  might  distort  it. 

The  Commissioner  advises  that  such 
a  distinction  is  untenable  under  the 
Freedom  of  Information  Act.  If  any  such 
information  is  made  available  to  one 
member  of  the  public,  it  must  be  made 
available  to  all. 

Partial  Disclosure  of  Records 

32.  The  Freedom  of  Information  Act 
amendments  specify  that  any  reason¬ 
ably  segregable  portion  of  a  record  shall 
be  provided  to  any  person  requesting 
such  record  after  deletion  of  the  por¬ 
tions  which  are  exempt  under  the  Free¬ 
dom  of  Information  Act. 

The  Commissioner  regards  this  new 
provision  as  a  statement  of  existing  Food 
and  Drug  Administration  policy  under 
the  proposed  regulations,  and  existing 
case  law.  See  “EPA  v.  Mink,”  410  U.S.  73 
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(1973) .  Accordingly,  §  4.22  has  been 
added  to  state  this  general  policy. 

The  Commissioner  concludes  that,  as 
a  general  rule,  when  a  document  con¬ 
tains  some  material  that  is  disclosable 
and  other  material  that  is  nondisclos- 
able,  it  will  be  released  with  the  non- 
disclosable  material  deleted  unless  the 
two  types  of  material  are  so  inextricably 
linked  that  it  is  not  reasonably  possible 
to  separate  them.  In  instances  of  this 
type,  the  Commissioner  may  also  exer¬ 
cise  his  discretion  pursuant  to  §  4.82  of 
the  regulations  to  release  the  entire  doc¬ 
ument,  or  to  make  only  a  minimum 
number  of  deletions,  e.g.,  the  names  of 
Individuals,  in  order  to  avoid  release  of 
a  document  that  would  not  be  meaning¬ 
ful  or  useful  to  the  public. 

Request  for  Existing  Records 

33.  Questions  have  been  raised  as  to 
what  constitutes  a  request  for  records 
under  the  Freedom  of  Information  Act. 

The  Commissioner  advises  that 
pamphlets,  speeches,  and  other  mate¬ 
rials  routinely  prepared  for  public  dis¬ 
tribution  are  distributed  free  of  cost  to 
the  public  upon  request  and  thus  do  not 
fall  under  the  Freedom  of  Information 
Act  and  these  regulations.  It  is  the  policy 
of  the  Food  and  Drug  Administration  to 
regard  any  request  for  records  not  rou¬ 
tinely  prepared  for  distribution  to  the 
public  to  be  under  the  Freedom  of  In¬ 
formation  Act,  whether  or  not  the  Free¬ 
dom  of  Information  Act  is  mentioned  in 
the  request,  and  thus  subject  to  the  re¬ 
quirements  of  these  new  regulations. 
New  9  4.23  clearly  states  this  policy. 

Preparation  or  New  Records 

34.  Questions  have  been  raised  as  to 
whether  the  Freedom  of  Information  Act 
requires  the  creation  of  new  records  or 
documents  that  do  not  presently  exist,  in 
order  to  provide  an  adequate  response  to 
a  request. 

The  Commissioner  concludes  that  the 
Freedom  of  Information  Act  pertains 
only  to  existing  records.  It  does  not  cre¬ 
ate  an  obligation  to  prepare  new  com¬ 
pilations  of  information  or  otherwise  to 
create  new  documents  in  order  to  re¬ 
spond  to  an  inquiry. 

On  occasion,  a  request  for  documents 
that  presently  do  not  exist  may  raise 
questions  of  sufficient  public  Interest  to 
justify  the  diversion  of  agency  time  and 
effort  necessary  to  prepare  new  docu¬ 
ments  that  will  provide  an  adequate  re¬ 
sponse.  The  Commissioner  may  exercise 
his  discretion  in  this  regard  whenever  he 
concludes  that  it  is  in  the  public  Interest 
to  do  so.  New  §  4.24  of  the  regulations  re¬ 
flects  this  policy. 

35.  In  the  past  2  years,  several  re¬ 
quests  have  been  received  which  would 
involve  compiling  statistics,  researching 
citations  to  Federal  Register  notices, 
and  similar  work  by  the  Food  and  Drug 
Administration. 

The  Commissioner  advises  that  the 
Food  and  Drug  Administration  ordinarily 
will  not  undertake  the  compilation  of 
new  statistical  reports  or  legal  research, 
or  preparation  of  new  computer  pro¬ 


grams,  or  similar  work,  except  where 
such  work  would  benefit  the  public  gen¬ 
erally  and  fits  within  the  priorities  and 
objectives  of  the  agency.  Any  decision 
to  undertake  such  work  is  solely  within 
the  discretion  of  the  Commissioner. 

Retroactive  Application  of  Regulations 

36.  Comments  contended  that  the 
Freedom  of  Information  Act  may  not 
properly  be  applied  on  a  retroactive  basis 
to  data  and  information  supplied  to  the 
Food  and  Drug  Administration  prior  to 
the  enactment  date  of  the  statute. 

The  Commissioner  concludes  that  the 
Freedom  of  Information  Act  applies  to 
all  data  and  information  in  Food  and 
Drug  Administration  files,  regardless  of 
when  it  was  submitted.  New  9  4.25  of  the 
final  regulations  so  provides. 

Indexes  of  Certain  Agency  Records 

37.  The  Freedom  of  Information  Act 
amendments  provide  for  the  mainte¬ 
nance  and  distribution  of  current  in¬ 
dexes  providing  Identifying  Information 
with  respect  to  final  opinions  by  an 
agency  made  in  the  adjudication  of  cases, 
statements  of  policy  and  interpretations 
not  published  in  the  Federal  Register, 
and  administrative  staff  manuals  and 
instructions  to  staff  that  affect  members 
of  the  public. 

The  Commissioner  has  ordered  prepa¬ 
ration  of  appropriate  indexes  of  this  type. 
New  9  4.26  has  been  added  to  the  regu¬ 
lations  stating  that  such  indexes  shall  be 
available  at  cost  upon  request  from  the 
Food  and  Drug  Administration  Public 
Records  and  Documents  Center  (HFC- 
18) ,  Rm.  4-62,  5600  Fishers  Lane,  Rock¬ 
ville,  MD  20852. 

Since  all  final  agency  opinions  in  the 
adjudication  of  administrative  cases  are 
published  in  the  Federal  Register,  an 
index  will  contain  a  citation  to  each. 
Such  matters  include  only  adjudicatory 
decisions  in  contested  cases  on  the  denial 
or  revocation  of  new  drug  applications 
and  new  animal  drug  applications,  and 
not  decisions  in  rule  making  proceedings 
such  as  food  standards  and  antibiotic 
drugs.  An  index  will  also  include  all 
statements  of  policy  and  interpretation 
adopted  by  the  agency  since  enactment 
of  the  various  laws  subject  to  the  juris¬ 
diction  of  the  agency,  not  published  in 
the  Federal  Register,  and  still  in  force. 
Finally,  an  index  will  cover  all  admin¬ 
istrative  staff  manuals  and  instruc¬ 
tions  that  contain  directives  that  affect 
a  member  of  the  public,  except  those  that 
contain  only  internal  personnel  rules 
and  practices  of  the  agency,  which  are 
specifically  exempt  from  public  disclo¬ 
sure  under  the  Freedom  of  Information 
Act. 

Submission  of  Records  Marked  as 
Confidential 

38.  Several  comments  contended  that 
merely  stamping  documents  submitted 
to  the  Food  and  Drug  Administration  as 
“confldentiaT  or  "privileged"  or  "trade 
secret  material”  would  create  a  pre.- 
sumption  of  confidentiality  or,  at  the 
very  least,  an  obligation  on  the  part  of 


the  Food  and  Drug  Administration  to 
review  the  material  and  to  return  it  if 
the  Food  and  Drug  Administration  dis¬ 
agreed  with  the  requested  status  of  the 
documents.  In  effect,  the  comments  sug¬ 
gested  that  any  such  designation  would 
trigger  a  request  for  a  presubmission  re¬ 
view,  and  that  the  failure  of  the  agency 
to  respond  to  any  such  designation  would 
automatically  require  the  Food  and 
Drug  Administration  to  retain  those  doc¬ 
uments  in  confidence. 

The  Commissioner  disagrees  with  these 
comments.  New  9  4.27  explicitly  pro¬ 
vides  that  any  such  designation  is  inade¬ 
quate  to  trigger  a  presubmission  review 
for  confidentiality,  and  that  the  accept¬ 
ance  by  the  Food  and  Drug  Administra¬ 
tion  of  documents  so  designated  creates 
no  obligation  whatever  on  the  part  of 
the  Food  and  Drug  Administration  with 
respect  to  their  subsequent  handling 
under  the  Freedom  of  Information  Act. 

A  presubmission  review  of  records  sub¬ 
mitted  voluntarily  to  the  Food  and  Drug 
Administration,  to  determine  whether 
they  will  be  disclosed  to  the  public  on 
request,  may  be  obtained  under  the  pro¬ 
visions  of  new  9  4.44. 

Food  and  Drug  Administration  Deter¬ 
minations  of  Confidentiality 

39.  A  number  of  comments  objected 
to  requirements  contained  in  several 
provisions  in  the  proposed  regulations 
that  confidential  Information  be  specifi¬ 
cally  marked  “confidential”  upon  sub¬ 
mission,  and  that  such  claims  to  confi¬ 
dentiality  be  justified  in  advance  of  any 
request  for  the  information.  It  was  con¬ 
tended  that  this  would  be  a  massive 
amount  of  paperwork,  much  of  which 
may  be  needless. 

The  Commissioner  agrees  with  this 
comment.  Most  determinations  for  confi¬ 
dentiality  are  already  spelled  out  in  the 
form  of  specific  provisions  in  the  final 
regulations  and  in  this  preamble,  and 
many  of  the  remainder  will  be  settled 
by  the  new  procedure  for  presubmission 
review  specified  in  9  4.44  of  the  final 
regulations.  Where  close  questions  arise, 
moreover,  9  4.45  will  be  utilized  to  per¬ 
mit  consultation  with  the  affected  per¬ 
son.  Accordingly,  the  final  regulations 
do  not  require  that  data  or  information 
be  stamped  as  confidential  or  that  justi¬ 
fication  for  confidentiality  be  submitted. 
Indeed,  under  9  4.27  of  the  final  regula¬ 
tions,  stamping  material  as  confidential 
will  have  no  effect  whatever.  New  9  4.28 
provides  that  the  status  of  all  records 
will  be  determined  solely  by  the  regula¬ 
tions  and  any  presubmission  review  that 
is  requested. 

Prohibition  on  Withdrawal  of  Records 

From  Food  and  Drug  Administration 

Files 

40.  Situations  have  frequently  arisen 
within  the  past  2  years  in  which  per¬ 
sons  who  have  voluntarily  submitted 
Information  without  a  written  pledge  of 
confidentiality  by  the  Food  and  Drug 
Administration  have  objected  to  release 
of  the  documents  involved  or  have  re¬ 
quested  that  the  disputed  documents  be 
returned  to  them. 
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The  Commissioner  notes  that  new 
S  4.44  makes  it  clear  that  any  infor¬ 
mation  voluntarily  submitted  without  a 
written  pledge  of  confidentiality  pur¬ 
suant  to  the  procedures  contained  in  that 
provision  may  be  disclosed  to  the  public 
unless  the  Commissioner  concludes  that 
it  falls  within  one  of  the  exemptions  set 
out  in  the  Freedom  of  Information  Act 
and  these  implementing  regulations  and 
that  he  should  not  exercise  his  discretion 
to  release  the  information  involved.  Un¬ 
der  no  circumstances  will  the  Food  and 
Drug  Administration  return  any  docu* 
ment  submitted  to  it.  The  only  circum¬ 
stances  under  which  any  document  will 
not  be  retained  by  the  Food  and  Drug 
Administration  is  where,  pursuant  to 
new  $  4.44,  there  is  a  presubmission  re¬ 
view,  the  Food  and  Drug  Administration 
concludes  that  the  information  will  not 
be  accepted  as  conflidential,  and  the  per¬ 
son  declines  to  submit  the  information 
on  that  basis  and  requests  that  it  be  re¬ 
turned  to  him  Instead.  New  $  4.29  makes 
this  policy  clear. 

Food  and  Drug  Administration  Public 
Records  and  Documents  Center 

41.  The  Freedom  of  Information  Act 
amendments  embody  a  congressional 
mandate  for  greater  agency  account¬ 
ability  for  compliance  with  the  provisions 
of  the  Freedom  of  Information  Act. 

The  Commissioner  has  established  a 
Public  Records  and  Documents  Center  to 
be  responsible  for  the  agency’s  com¬ 
pliance  with  the  Freedom  of  Information 
Act.  All  requests  for  records  will  be  sub¬ 
mitted  to  this  Center,  and  all  responses 
will  be  coordinated  by  it.  Section  4.30  of 
the  final  regulations  so  provides. 

Permanent  File  of  Requests  for  Food 
and  Drug  Administration  Records 

42.  In  order  to  permit  public  review  of 
Information  previously  disclosed  under 
the  Freedom  of  Information  Act,  the 
Food  and  Drug  Administration  main¬ 
tains  a  permanent  file  of  all  requests 
and  responses.  This  file  is  available  for 
public  review  during  working  hours. 

The  Commissioner  concludes  that  a 
new  §  4.31  should  be  added  to  the  final 
regulations  stating  this  policy. 

Disclosure  of  Food  and  Drug 
Administration  Employee  Names 

43.  Questions  frequently  arise  as  to 
whether  the  names  of  Food  and  Drug 
Administration  employees  contained  in 
various  agency  records  will  be  deleted 
prior  to  disclosure  of  such  records. 

The  Commissioner  concludes  that,  ex¬ 
cept  in  extraordinary  circumstances,  the 
names  of  all  government  officials  in¬ 
volved  in  any  regulatory  matter  are 
properly  disclosed  to  the  public.  New 
§  4.32  states  this  policy.  Only  in  unusual 
circumstances,  such  as  where  the 
identity  of  a  confidential  source  would 
be  disclosed  if  the  name  of  the  agency 
employee  involved  in  the  matter  were 
also  disclosed,  will  the  name  of  the 
agency  employee  be  deleted  before  the 
requested  records  are  made  available  for 
public  disclosure. 


Procedures  and  Fees 

44.  The  Freedom  of  Information  Act 
amendments  contain  a  number  of  pro¬ 
visions  pertaining  to  procedures  and  fees. 

In  addition,  the  proposed  regulations 
published  in  May  1972  contained  several 
provisions  relating  to  procedures  and 
fees,  and  the  Commissioner  concludes 
that  they  should  be  set  out  in  one  place 
for  ready  reference. 

Accordingly,  the  Commissioner  is  add¬ 
ing  a  new  Subpart  C  to  21  CFR  Part  4, 
relating  to  procedures  and  fees. 

Filing  a  Request  for  Records 

45.  The  Freedom  of  Information  Act 
amendments  state  that,  upon  any  request 
for  records  which  reasonably  describes 
such  records  and  which  is  made  in  ac¬ 
cordance  with  published  rules,  the 
records  shall  be  made  promptly  avail¬ 
able. 

The  Commissioner  concludes  that  this 
policy  should  be  clearly  stated  in  a  new 
S  4.20,  along  with  directions  on  where 
to  file  a  request  for  any  Food  and  Drug 
Administration  record. 

Time  Limitations 

46.  The  publication  of  rules  stating 
the  time,  place,  fees  (if  any)  and  proce¬ 
dures  to  be  followed  by  the  public  in  re¬ 
questing  records  pursuant  to  the  Free¬ 
dom  of  Information  Act  is  Important  for 
the  proper  implementation  of  that  law. 

The  Commissioner  concludes  that  all 
requests  for  Food  and  Drug  Administra¬ 
tion  documents  shall  be  made  in  writing 
to  the  Public  Records  and  Documents 
Center  (HFC-18),  Rm.  4-62,  Food  and 
Drug  Administration,  5600  Fishers  Lane, 
Rockville,  MD  20852.  Such  requests  will 
be  logged  in  at  the  time,  and  in  the  order, 
they  are  received.  The  time  at  which  a 
written  request  is  logged  in  at  that  office 
shall  determine  the  beginning  of  any 
time  requirements.  Oral  requests  for 
documents  will  not  trigger  any  time  re¬ 
quirements.  Written  requests  sent  else¬ 
where  within  the  agency  will  not  trigger 
any  time  requirements  until  they  are 
redirected  to  the  Public  Records  and 
Documents  Center  and  are  logged  in 
there.  This  is  the  only  way  in  which  an 
accounting  of  all  public  information  re¬ 
quests  can  accurately  be  made. 

47.  The  recommendations  of  the  Ad¬ 
ministrative  Conference  of  the  United 
States,  the  regulations  of  the  Department 
of  Health,  Education,  and  Welfare,  and 
the  Freedom  of  Information  Act  amend¬ 
ments  all  provide  that  the  agency  deter¬ 
mine  within  10  days,  excepting  Satur¬ 
days,  Sundays,  and  legal  public  holidays, 
after  the  receipt  of  any  request  whether 
or  not  to  comply  with  that  request,  and, 
if  not,  immediately  notify  the  person 
making  the  request  of  such  determina¬ 
tion,  the  reasons  therefor,  and  the  right 
of  such  person  to  appeal  any  adverse 
determination.  The  Freedom  of  Informa¬ 
tion  Act  amendments  provide  for  an  ex¬ 
tension  of  the  10-day  time  period  in 
“unusual  circumstances,”  and  define  that 
phrase. 

Hie  Commissioner  has  Included,  in 
S  4.41  of  the  final  regulations,  provisions 


implementing  this  concept.  Within  10 
days  of  receipt,  a  determination  will  be  . 
made  whether,  or  to  what  extent,  the  in¬ 
formation  will  be  released,  except  in  un¬ 
usual  circumstances.  As  soon  as  possible 
after  that  determination  is  made  and 
any  required  prepayment  is  furnished, 
the  disclosable  material  will  be  forwarded 
or  made  available  to  the  person  request¬ 
ing  it. 

The  Commissioner  anticipates  that  in 
most  instances  the  specific  provisions  of 
these  final  regulations,  together  with  the 
explanatory  discussion  in  this  preamble, 
will  clearly  determine  whether  the  mate¬ 
rial  is  disclosable. 

48.  A  number  of  comments  on  the  pro¬ 
posed  regulations  asked  for  clarification 
of  the  procedure  under  which  responses 
are  made  and  persons  are  required  to 
furnish  payment  before  receiving  the 
requested  records. 

The  Commissioner  agrees  that  a 
specific  procedure  should  be  included  in 
the  regulations  and  a  new  provision  in 
5  4.41  has  been  added  for  this  purpose. 
Within  the  10  days  required  for  response 
to  a  Freedom  of  Information  Act  request, 
an  estimate  will  be  made  of  the  cost  of 
providing  the  requested  records  that  are 
available  and  the  response  will  contain 
that  estimate.  If  the  cost  can  be  deter¬ 
mined  accurately  ahead  of  time  and  is 
greater  than  $25,  the  response  will  state 
that  the  records  will  be  sent  or  made 
available  upon  receipt  of  the  amount  of 
money  specified  or  estimated.  If  the  per¬ 
son  requesting  the  Information  wishes 
to  proceed  and  sends  the  prepayment,  the 
material  will  be  obtained  and  forwarded 
as  quickly  as  possible. 

The  Commissioner  concludes  that 
records  should  not  be  furnished  until  the 
money  is  actually  received,  since  other¬ 
wise  there  would  be  no  way  to  guarantee 
that  fees  will  in  fact  be  paid.  Situations 
have  arisen  during  the  past  2  years  where 
the  Food  and  Drug  Administration  has 
gathered  documents  at  agency  expense 
in  response  to  a  request  under  the  Free¬ 
dom  of  Information  Act,  only  to  be  in¬ 
formed  that  the  expense  involved  was 
too  high. 

Fees 

49.  The  proposed  regulations  published 
in  May  1972  contained  uniform  standard 
charges  at  or  slightly  below  the  cost  of 
the  activity  to  the  Food  and  Drug  Admin¬ 
istration.  It  also  provided  for  waiver  of 
fees  on  the  basis  of  indigence.  Criticism 
of  the  fee  schedule  was  made  by  several 
groups  in  comments  filed  on  the  proposal. 
One  comment  Indicated  that  copies 
should  cost  no  more  than  the  few  cents 
per  page  they  cost  the  agency.  The  $5.00 
fee  for  certification  of  authenticity  was 
thought  to  be  out  of  line  and  it  was  sug¬ 
gested  that  the  charge  be  50  cents,  the 
amount  charged  for  that  service  by  the 
United  States  District  Court  for  the  Dis¬ 
trict  of  Columbia.  It  was  contended  that 
there  should  be  a  threshold  fee,  below 
which  there  is  no  charge.  It  was  sug¬ 
gested  that  the  fees,  as  proposed,  would 
act  as  a  deterrent  to  legitimate  requests 
for  disclosure. 
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Upon  reconsideration,  the  Commis¬ 
sioner  has  modified  the  fee  schedule  in 
some  respects.  The  fees  charged  by  the 
Department  of  Justice  (16  CFR  16.9)-and 
the  Department-  of  Health,  Education, 
and  Welfare  (45  CFR  5.61)  have  been 
used  as  a  model.  The  charges,  as  modified, 
are  slightly  less  than  the  actual  cost  to 
the  agency.  Under  the  Federal  User 
Charges  Act  (31  U.S.C.  483a),  and  in 
accordance  with  the  policy  of  the  Federal 
government,  these  costs  must  be  passed 
along  to  those  who  seek  services  from 
the  agency.  This  system  should  not  act 
as  a  deterrent  to  legitimate  requests  for 
disclosure. 

50.  Comments  requested  that  the  fees 
for  copying  be  reduced  to  five  cents  per 
page. 

The  Commissioner  advises  that  the 
cost  to  the  government  for  copying  is  in 
excess  of  10  cents  per  page.  Accordingly, 
the  Commissioner  concludes  that  a  fee 
of  10  cents  per  page  is  reasonable. 

51.  Numerous  questions  have  been 
raised  with  respect  to  the  fee  required 
for  a  computer  printout  of  information 
that  is  available  in  this  form. 

The  Commissioner  advises  that  fees  for 
computer  printouts  will  be  assessed  at 
actual  cost.  No  standard  fee  can  be  cal¬ 
culated,  because  of  the  different  factors 
that  must  be  considered  with  respect  to 
each  request.  Section  4.42(a)  (3)  states 
this  policy. 

52.  Comments  also  urged  that  the 
hourly  fee  for  search  not  be  charged  for 
administrative  time  spent  in  deciding 
whether  to  grant  access  to  information 
and  suggested  that  this  be  explicitly 
stated  in  the  regulations. 

The  Commissioner  advises  that  the 
hourly  fee  is  to  be  charged  exclusively  for 
actual  time  spent  in  determining  what 
records  are  requested,  locating  those  rec¬ 
ords,  and  copying  them.  It  will  be  the 
policy  of  the  Food  and  Drug  Administra¬ 
tion  not  to  charge  for  time  spent  by  legal 
counsel  or  others  in  determining  which 
information  must  be  disclosed  pursuant 
to  the  Freedom  of  Information  Act.  This 
policy  is  reflected  in  §  4.42(b)  of  the 
final  regulations. 

53.  Questions  have  been  raised  as  to 
how  a  check  or  money  order  for  docu¬ 
ments  should  be  made  payable,  and  to 
whom  it  should  be  sent  within  the  Food 
and  Drug  Administration. 

The  Commissioner  advises  that  all 
checks  or  money  orders  should  be  made 
payable  to  the  “Food  and  Drug  Adminis¬ 
tration.”  The  term  “United  States”  or  the 
initials  “U.S.”  should  not  be  included. 
Checks  or  money  orders  are  to  be  mailed 
to  the  Accounting  Operations  Branch 
(HFA-120) ,  Food  and  Drug  Administra¬ 
tion,  5600  Fishers  Lane,  Rockville,  MD 
20852.  Section  4.42(c)  of  the  final  regu¬ 
lations  states  these  requirements. 

Waiver  of  Fees 

54.  Many  different  circumstances  have 
been  brought  to  the  Commissioner’s  at¬ 
tention  to  justify  a  waiver  of  fees. 

As  a  general  principle,  the  Commis¬ 
sioner  concludes  that  waiver  or  reduc¬ 
tion  of  fees  should  not  be  granted  except 
under  circumstances  of  Indigence,  or 


where  it  will  benefit  the  public  broadly, 
or  where  it  involves  another  component 
of  the  federal  government  or  a  state  gov¬ 
ernment.  Thus,  information  furnished 
to  a  congressional  committee,  a  federal 
agency,  a  state  or  local  agency,  a  court, 
or  a  foreign  government,  will  ordinarily 
be  furnished  without  cost. 

The  Commissioner  has  also  determined 
that  the  cost  of  obtaining  payment  for  a 
small  number  of  records,  in  terms  of 
government  time  and  effort  involved,  ex¬ 
ceeds  the  revenue  obtained  from  this  ef¬ 
fort.  Accordingly,  the  final  regulations 
provide  that  no  fee  will  be  charged 
where  the  specific  request  and  any  re¬ 
lated  requests  involve  a  cost  of  less  than 
$5.00. 

55.  Comments  stated  that  the  regula¬ 
tions  should  include  a  definition  of  “in¬ 
digence”  and  “strong  public  interest 
necessary  to  justify  a  waiver  of  fees.”  It 
was  suggested  that  the  customary  def¬ 
inition  of  indigence,  “unable  to  afford 
the  fee  without  deprivation  of  the  neces¬ 
sities  of  life,”  ignores  the  needs  of  most 
nonprofit  and  citizens’  groups.  The  fol¬ 
lowing  test  was  suggested: 

1.  The  requester  purports  to  represent 
the  consumer  and  general  public  interest. 

2.  The  requester  is  a  nonprofit  orga¬ 
nization  exempted  from  payment  of  Fed¬ 
eral  income  taxes  by  the  Internal  Rev¬ 
enue  Service. 

3.  It  generates  no  profits  and,  except 
in  connection  with  its  charitable  activi¬ 
ties,  sells  no  goods  or  services. 

4.  It  receives  its  funds  solely  from  one 
or  more  of  the  following  sources:  Mem¬ 
bership  dues,  contributions  from  the 
general  public  and  from  other  charitable 
organizations,  and  grants  and  contracts 
with  government  agencies. 

5.  It  has  no  uncommitted  funds  avail¬ 
able  at  the  time  of  the  request  for  pay¬ 
ment  of  the  fees  from  which  it  seeks 
relief  by  waiver. 

The  Commissioner  notes  that  the  Fed¬ 
eral  User  Charges  Act  (31  U.S.C.  483a) 
and  the  Freedom  of  Information  Act  do 
not  make  any  distinction  between  in¬ 
dustry,  citizens’  groups,  professional  as¬ 
sociations,  and  individuals.  All  who  can 
pay  must  bear  the  cost  of  covered  services 
provided  to  them  by  the  Federal  govern¬ 
ment. 

The  Commissioner  concludes  that  the 
test  of  indigence  suggested  in  the  com¬ 
ments  is  insufficient  to  demonstrate  that 
release  of  the  information  requested  will 
primarily  benefit  the  general  public. 
Under  the  test  suggested  in  the  comment, 
any  request  that  even  purports  to  be  in 
the  general  public  interest  would  be  suffi¬ 
cient  to  justify  a  waiver  of  fees. 

The  Commissioner  concludes  that  a 
definition  of  indigence  based  on  the  def¬ 
inition  of  this  term  used  by  state  and 
federal  courts  in  determining  who  may 
proceed  in  forma  pauperis  should  be 
adopted  for  purposes  of  these  regula¬ 
tions.  Section  4.43(b)  sets  out  the  con¬ 
siderations  that  will  be  used  in  deter¬ 
mining  indigence. 

56.  The  Freedom  of  Information  Act 
amendments  provide  that  documents 
shall  be  furnished  without  charge  or  at 


a  reduced  charge  where  the  agency 
makes  a  discretionary  determination 
that  waiver  or  reduction  of  the  fee  is  in 
the  public  interest  because  furnishing  the 
information  can  be  considered  primarily 
as  benefiting  the  general  public. 

The  Commissioner  advises  that  a  new 
paragraph  (c)  has  been  added  to  §  4.43 
of  the  final  regulations  to  implement  this 
provision. 

The  Food  and  Drug  Administration 
has  in  the  past  received  a  substantial 
number  of  open-ended  requests  for  docu¬ 
ments  from  individuals  and  organiza¬ 
tions  purporting  to  represent  the  con¬ 
sumer  and  general  public  interest.  For 
example,  requests  have  been  made  for  all 
data  and  information  in  Food  and  Drug 
Administration  files  relating  to  the  safety 
of  cosmetics,  and  for  all  “Dear  Doctor” 
letters  required  by  the  Food  and  Drug 
Administration  to  be  sent  to  physicians 
to  correct  misleading  advertising  and 
labeling.  It  is  apparent  that,  if  all  such 
requests  were  honored  without  the  re¬ 
quirement  of  fees,  the  agency  would  soon 
be  engulfed  by  similar  requests  for  in¬ 
formation  from  large  numbers  of  indi¬ 
viduals  and  organizations,  and  that  a 
major  portion  of  its  time  would  be  spent 
answering  such  inquiries. 

Thus,  in  applying  this  new  provision, 
the  Commissioner  will  require  a  demon¬ 
stration  of  a  broad  public  interest  before 
fees  will  be  waived  or  reduced.  As  part 
of  this  demonstration,  the  Commissioner 
will  request  a  statement  of  the  intended 
purpose  to  which  the  information  will  be 
put,  in  order  to  determine  whether  it  is 
likely  to  be  used  in  a  manner  that  will 
benefit  the  public  generally.  Narrow  and 
specific  requests  for  documents  will  be 
far  more  likely  to  satisfy  this  standard 
than  will  broad  fishing  expeditions  re¬ 
questing  large  numbers  of  vaguely  de¬ 
scribed  documents  covering  a  wide  range 
of  issues.  In  making  a  determination  of 
the  public  interest  involved,  the  Commis¬ 
sioner  will  weigh  the  agency  resources 
involved  against  the  likely  benefit  to  the 
public. 

The  Commissioner  wishes  to  assist  any 
inquiry  that  will  genuinely  advance  the 
public  interest.  If  this  is  to  be  done,  how¬ 
ever,  the  very  limited  resources  available 
in  the  Food  and  Drug  Administration 
for  this  purpose  must  be  devoted  to  those 
requests  that  demonstrate  the  greatest 
likelihood  of  useful  public  service.  The 
Commissioner  intends  to  utilize  this  au¬ 
thority  to  encourage  requests  for  infor¬ 
mation  that  will  broadly  promote  the 
public  interest. 

57.  Questions  have  arisen  as  to  whether 
fees  will  be  assessed  when  the  records 
requested  are  not  found  or  are  withheld 
from  public  disclosure. 

The  Commissioner  advises  that  no  fees 
will  be  assessed  under  these  circum¬ 
stances.  This  policy  is  stated  in  new 
5  4.43(d). 

Presubmission  Review  of  Request  for 

Confidentiality  of  Voluntarily  Sub¬ 
mitted  Data  or  Information 

58.  Section  4.26  of  the  proposed  regu¬ 
lations  contained  a  provision  permitting 
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any  person  who  wishes  to  submit  infor¬ 
mation  voluntarily  to  the  Pood  and  Drug 
Administration  to  request  an  initial 
determination  as  to  whether  it  will  be 
held  in  confidence  or  will  be  disclosed 
upon  request  to  the  public.  The  com¬ 
ments  submitted  on  the  proposal,  and 
numerous  questions  that  have  arisen  in 
the  intervening  2  years,  have  made  it 
clear  that  this  provision  has  not  been 
well  understood  by  those  who  reviewed 
the  proposal. 

Accordingly,  the  Commissioner  con¬ 
cludes  that  this  provision  should  be  the 
subject  of  a  separate  procedural  regula¬ 
tion  and  expanded  to  clarify  its  intended 
application.  Section  4.44  has  been  added 
to  the  final  regulations  to  accomplish  this 
purpose. 

The  Commissioner  concludes  that  any 
person  who  wishes  to  submit  Information 
on  a  voluntary  basis  to  the  Food  and 
Drug  Administration  is  entitled  to  a  pre¬ 
submission  determination  of  the  status 
of  the  documents  involved  if  that  status 
is  not  already  determined  by  other  pro¬ 
visions  in  the  regulations.  Merely  label¬ 
ing  a  submission  as  “confidential”  is  in¬ 
sufficient  to  trigger  this  provision  and 
raises  within  the  Food  and  Drug  Admin¬ 
istration  no  obligation  to  consider  the 
status  of  the  documents  at  that  time  or  to 
return  the  information  or  otherwise  to 
communicate  with  the  person  submitting 
it.  Similarly,  oral  assurances  of  confi¬ 
dentiality  by  Food  and  Drug  Administra¬ 
tion  employees  will  not  be  honored.  If 
this  procedure  is  to  be  invoked,  it  must 
be  done  in  strict  accordance  with  the 
requirements  of  new  §  4.44.  The  Commis¬ 
sioner  realizes  that  this  is  a  stringent 
procedure  but  concludes  that  this  is  the 
only  way  that  these  matters  can  be 
handled  in  fairness  both  to  persons  sub¬ 
mitting  information  and  to  the  members 
of  the  public  who  subsequently  request 
the  information  involved. 

The  Commissioner  emphasizes  that 
this  procedure  is  not  available  where  the 
status  of  a  record  is  already  determined 
by  other  provisions  in  the  final  regula¬ 
tions,  and  especially  §  4.111  Data  and  in¬ 
formation  submitted  voluntarily  to  the 
Food  and  Drug  Administration.  For  ex¬ 
ample,  5  4.111(d)(2)  states  that  no  in¬ 
formation  on  manufacturing  processes  is 
available  for  public  disclosure,  and  thus 
presubmission  review  of  any  such  in¬ 
formation  would  be  unnecessary  and  in¬ 
appropriate. 

59.  Comments  expressed  concern  that, 
although  there  is  validity  in  the  concept 
of  permitting  the  Food  and  Drug  Admin¬ 
istration  to  accept  information  in  confi¬ 
dence  that  it  would  not  otherwise  obtain, 
procedures  should  be  spelled  out  to  pre¬ 
clude  abuse  of  this  provision. 

The  Commissioner  agrees  with  this 
comment.  Accordingly,  the  final  regula¬ 
tions  provide  that  such  information  may 
be  accepted  In*  confidence  only  if  it  is 
relevant  to  and  important  for  agency  ac¬ 
tivity,  and  only  if  the  Assistant  Commis¬ 
sioner  for  Public  Affairs  signs  a  letter 
pledging  confidentiality.  A  determination 
of  confidentiality  cannot  be  given  orally 
or  by  any  other  agency  official. 

60.  Comments  pointed  out  that,  if  in¬ 
formation  submitted  voluntarily  on  a 


pledge  of  confidentiality  is  already  con¬ 
tained  in  other  Food  and  Drug  Admin¬ 
istration  records  which  are  not  exempt 
from  disclosure,  those  other  records 
should  be  disclosed  to  the  public. 

The  Commissioner  advises  that,  un¬ 
der  these  circumstances,  a  determina¬ 
tion  of  confidentiality  will  not  be  made. 

If  a  determination  of  confidentiality  is 
mistakenly  made,  the  information  al¬ 
ready  available  in  the  Food  and  Drug 
Administration  files  will,  if  it  is  not 
otherwise  exempt  from  disclosure, 
promptly  be  disclosed  upon  request. 

61.  Many  comments  indicated  the 
need  for  a  "qaeaningful”  appeal  proce¬ 
dure  that  would  go  to  the  highest  level 
within  the  agency  and  to  the  courts, 
with  provision  for  a  stay  of  disclosure 
to  permit  the  commencement  of  an 
appeal  process. 

The  Commissioner  agrees  that  an  ap¬ 
peal  procedure  and  a  stay  of  disclosure 
pending  appeal  is  reasonable,  where  the 
issue  presents  a  close  question.  Appro¬ 
priate  procedures  have  been  incorpo¬ 
rated  in  55  4.44  through  4.46  for  this 
purpose. 

Situations  in  Which  Confidentiality 
Is  Uncertain 

62.  Proposed  5  4.33  stated  that,  where 
disclosure  is  uncertain,  the  Food  and 
Drug  Administration  will  consult  with 
the  person  who  submitted  the  informa¬ 
tion  in  making  a  determination  whether 
it  will  be  disclosed.  This  proposed  pro¬ 
vision  has  been  included  in  the  final 
regulations  as  5  4.45. 

Comments  stated  that  industry  should 
be  notified  in  all  instances,  not  just  in 
situations  where  the  Food  and  Drug  Ad¬ 
ministration  is  uncertain  about  disclo¬ 
sure.  This  section  was  also  criticized 
because  it  does  not  make  clear  who  de¬ 
cides  when  disclosure  of  data  is  uncer¬ 
tain,  and  whether  such  an  “uncertain” 
status  is  created  only  with  regard  to 
previously  submitted  material  or  whether 
it  also  applies  to  newly  submitted 
material. 

The  Commissioner  concludes  that  the 
Food  and  Drug  Administration  will 
notify  the  submitting  person  only  when 
it  determines  that  there  is  some  ques¬ 
tion  as  to  the  status  of  the  material. 
There  are  many  instances  in  which  the 
material  is  clearly  disclosable  under  the . 
law  and  these  implementing  regulations, 
and  it  would  be  burdensome  and  waste¬ 
ful  to  contact  the  person  who  had  sub¬ 
mitted  it  under  such  circumstances. 

A  decision  as  to  whether  or  not  the 
status  of  the  data  is  “uncertain” .  and 
therefore  subject  to  §  4.45  will  be  made 
by  those  administratively  responsible 
for  making  disclosures.  Such  a  decision 
will  be  made,  if  necessary,  with  the 
assistance  of  legal  counsel. 

Uncertainty  about  the  status  of  infor¬ 
mation  voluntarily  submitted  on  which 
presubmission  review  is  requested  is  the 
subject  of  separate  provisions  in  new 
5  4.44. 

63.  Comments  suggested  that  a  com¬ 
pany  should  be  advised  whenever  any 
record  is  to  be  released  for  public  dis¬ 
closure  pursuant  to  the  Freedom  of  In¬ 


formation  Act  if  that  record  was  either 
submitted  by  the  company  or  refers  to 
the  company. 

The  Commissioner  rejects  this  sug¬ 
gestion.  Any  such  procedure  would 
severely  hinder  implementation  of  the 
Freedom  of  Information  Act.  Section 
4.45  of  the  final  regulations  provides  for 
consultation  with  affected  persons 
wherever  a  close  issue  arises,  and  5  4.46 
permits  an  affected  person  to  seek  court 
review  in  such  Instances. 

The  Commissioner  advises  that  the 
final  regulations  adequately  state  the 
basis  on  which  disclosure  will  be  made 
to  the  public  in  the  future.  The  proper 
remedy  for  any  person  to  pursue,  in  the 
event  that  he  has  submitted  data  or  in¬ 
formation  in  the  past  which  he  believes 
to  be  confidential  but  which,  under  the 
final  regulations,  is  included  within  a 
category  for  which  public  disclosure  is 
permitted,  is  to  bring  a  declaratory  judg¬ 
ment  action  contesting  the  validity  of 
the  regulations.  Unless  these  regulations 
are  successfully  challenged  in  the  courts, 
the  Food  and  Drug  Administration  in¬ 
tends  to  implement  them.  Thus,  all  per¬ 
sons  who  have  previously  submitted  rec¬ 
ords  to  the  Food  and  Drug  Administra¬ 
tion  are  hereby  put  on  public  notice  that 
such  information  will  be  handled  in  the 
future  as  set  out  in  these  final  regula¬ 
tions  and  this  preamble.  For  this  reason, 
specific  notice  to  a  person  that  a  par¬ 
ticular  record  will  be  disclosed  pursuant 
to  these  regulations  is  unnecessary  as 
well  as  impracticable. 

64.  Comments  contended  that  this  pro¬ 
vision  shows  the  high  value  that  the 
Food  and  Drug  Administration  puts  on 
industry  interests  in  information  as  op¬ 
posed  to  the  public  welfare.  Some  inter¬ 
preted  this  provision  as  the  Food  and 
Drug  Administration  asking  to  be  per¬ 
suaded  that  the  information  is  con¬ 
fidential.  It  was  suggested  that,  in  situa¬ 
tions  where  it  has  not  been  conclusively 
established  that  the  information  falls 
squarely  within  an  exemption  to  the 
Freedom  of  Information  Act,  the  infor¬ 
mation  should  be  disclosed. 

The  Commissioner  regards  these  com¬ 
ments  as  reflecting  a  lack  of  understand¬ 
ing  of  the  law.  The  exemptions  under  the 
Freedom  of  Information  Act  relate  to 
such  important  issues  as  personal  privacy 
and  valuable  trade  secrets.  Congress  has 
directed  Federal  agencies  to  consider 
these  matters  and  the  Commissioner 
regards  this  responsibility  as  important. 
In  utilizing  this  provision  the  Food  and 
Drug  Administration  will  seek  clarifica¬ 
tion  in  uncertain  situations,  not  persua¬ 
sion.  If  information  does  not  fit  within 
any  exemption  to  the  Freedom  of  Infor¬ 
mation  Act,  it  will  be  disclosed. 

Judicial  Review  of  Proposed  Disclosure 

65.  A  number  of  questions  have  been 
raised  with  respect  to  the  right  of  a  per¬ 
son  to  obtain  a  court  determination  be¬ 
fore  the  Food  and  Drug  Administration 
discloses  data  or  information  submitted 
by  that  person  which  he  believes  should 
be  retained  by  the  agency  in  confidence. 

During  the  past  2  years  the  Commis¬ 
sioner  has  adopted  a  procedure  of  per¬ 
mitting  any  person  who  believes  he  would 
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be  adversely  affected  by  disclosure  of  in¬ 
formation  to  Institute  suit  In  a  United 
States  District  Court  to  enjoin  such  dis¬ 
closure.  The  Commissioner  has  stated 
if  any  such  suit  Is  Instituted,  no 
disclosure  win  be  undertaken  until  all 
court  appeals  are  exhausted.  The  Com¬ 
missioner  believes  that  this  procedure 
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what  information  Is  requested  and 
to  obtain  it.  However,  merely  because  a 
request  Is  nonspecific  or  broad  does  not 
mean  that  the  records  requested  are  not 
For  example,  a  request  for 
all  of  the  documents  in  a  particular  cate¬ 
gory  is  a  broad,  nonspecific  request,  yet 
such  records  would  be  easily  identified. 


missioner  believes  that  this  procedure  sucn  records  woum  ue 

balances  the  right  of  the  pub-  If  a  request  Is  so  vague  that  it  is  diffl- 
S  toe  cult.  If  not  impossible,  to  determine 


lie  to  obtain  Information  against  the 
right  of  a  person  to  protect  the  con¬ 
fidentiality  of  material  that  he  believes 
should  not  be  publicly  disclosed.  Accord¬ 
ingly,  new  S  4.46  of  the  final  regulations 
Includes  this  procedure. 

The  Commissioner  cautions  that  this 
does  not  mean  that  the  Pood  and  Drug 
Administration  must  in  every  Instance 
advise  persons  who  might  be  affected  oy 
a  disclosure  of  information  that  such  in¬ 
formation  has  been  requested  by  a  mem¬ 
ber  of  the  public.  The  Pood  and  Drug 


cult.  If  not  Impossible,  to  determine 
which  records  the  request  seeks,  the 
agency  will  seek  clarification. 

68.  A  comment  objected  to  this  pro¬ 
vision  on  the  ground  that  the  Freedom  of 
Information  Act  provides  for  no  such 
of  public  Interest  against  ad¬ 
ministrative  efficiency,  Ad  contended 
that  there  is  no  justification  for  any  pro¬ 
vision  dealing  with  “overly  burdensome” 
requests,  citing  “Wellford  v.  Hardin,”  444 
P.  2d  21  (4th  Cir.  1971). 

The  Commissioner  advises  that  this 


routinely  given  free  of  charge,  then  all 
must  receive  it  free  of  charge. 

Two  of  the  documents  referred  to  Jn 
the  comments,  i.*.,  CFR  and  the  Fed- 
Register,  are  available  from  the 
Government  Printing  Office.  The  other 
two,  U.SP.  and  NJ.  are  available  from 
the  organizations  that  publish  them. 
Since  none  of  these  are  Pood  and  Drug 
Administration  materials  and  all  are 
readily  available  elsewhere  at  a  price 
lower  than  it  would  cost  the  Pood  and 
Drug  Administration  to  reproduce  them, 
it  is  the  policy  of  the  Pood  and  Drug 
Administration  to  refer  anyone  who  re¬ 
quests  them  to  those  places  where  they 
are  available,  pursuant  to  $  4.49  of  the 
flnn.1  regulations. 

Availability  of  Records  at  National 
Technical  Information  Service 

70.  In  a  number  of  Instances,  the  Food 


ber  of  the  public.  Hie  Pood  and  Drug  tf^Shadzethl  and  Drug  Administration  has  Recognized 

Administration  will  exercise  J  Sterne  t  need^for  specific  requests,  rather  than  that  reports  or  inf ormation _  generated 
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In  determining  when  close  Issues  exist 
that  may  give  rise  to  this  procedure.  Hie 
Commissioner  believes  that  experience 
during  the  past  2  years  has  demonstrated 
th&t  proper  judgment  tn  these  matters 
can  readily  be  exercised. 

Denial  of  a  Request  for  Records 

66.  The  commissioner  concludes  that 
specific  provisions  should  be  made  In  the 
final  regulations  for  the  procedure  to  be 
followed  upon  denial  of  any  request  for 
records.  The  Freedom  of  Information  Act 
amendments  provide  that  the  names  and 
titles  or  positions  of  each  person  respon¬ 
sible  for  the  denial  of  a  request  for  in¬ 
formation  shall  be  set  forth  in  the  letter 
denying  the  request. 

Accordingly,  new  S  4.47  has  been  added 
to  the  regulations  to  accomplish  these 
purposes. 

Nonspecific  and  Overly  Burdensome 
Requests 


67.  Section  4.35  of  the  proposed  regu¬ 
lations,  which  dealt  with  nonspecific  and 
overly  burdensome  requests,  has  been 
redesignated  as  9  4.48  in  the  final  regu¬ 
lations. 

A  few  comments  were  concerned  that 
the  proposed  regulations  were  not  suffi¬ 
cient  to  prevent  “fishing  expeditions. 

It  was  emphasized  that  the  Freedom  of 
Information  Act,  as  well  as  the  Attorney 
General’s  Memorandum  interpreting  It, 
makes  information  available  only  in  re¬ 
sponse  to  a  request  for  identifiable  rec¬ 
ords.  It  was  noted  that  the  courts  have 
upheld  the  requirement  that  those  seek¬ 
ing  disclosure  under  the  act  provide  a 
reasonable  description  of  the  records  to 
enable  government  employees  to  locate 
the  documents,  citing  “Irons  v.  Schuy¬ 
ler”  465  P.  2d  608  (D.C.  Cir.  1972); 
“Bristol-Myers  Co.  v.  FTC,"  424  P.  2d  935 
(D.C.  Cir.  1970). 

The  Commissioner  notes  that  many 
cases,  as  well  as  the  Freedom  of  Infor¬ 
mation  Act  amendments,  require  only 
that  documents  be  described,  not  that 
they  be  specifically  identified.  Section 
4.40(b)  of  the  final  regulations  states  this 
requirement.  A  request  must  be  made 
•with  sufficient  specificity  to  permit  the 
Food  and  Drug  Administration  to  deter- 


need  for  specific  requests,  rather  than 
general  requests  for  large  numbers  of 
documents  that  are  often  not  relevant 
to  the  Immediate  interests  of  the  person 
pairing  the  request,  and  to  point  out  that 
responding  to  requests  for  large  numbers 
of  documents  may  require  a  substantial 
period  of  time.  The  Commissioner  notes 
t>in±  the  Freedom  of  Information  Act 
amendments  provide  only  that  the  per¬ 
son  m airing  a  request  be  informed  within 
10  days  whether  part  or  all  of  the  docu¬ 
ments  will  be  disclosed.  No  statutory 
timo  limit  Is  established  for  actual  pro¬ 
duction  of  the  documents  themselves. 
This  Indicates  recognition  by  Congress 
that  government  employees  cannot  be 
expected  to  drop  all  other  duties  in  order 
to  respond  to  requests  for  information. 
There  Is  no  indication.  In  short,  that 
Congress  Intends  the  Pood  and  Drug  Ad¬ 
ministration  to  handle  freedom  of  infor¬ 
mation  requests  on  a  higher  priority  basis 
tvian  its  Important  law  enforcement 
duties. 

On  the  other  hand,  the  Commissioner 
does  not  intend  that  requests  under  the 
Freedom  of  Information  Act  receive  a 
low  priority  or  simply  be  ignored.  They 
will  be  handled  as  expeditiously  as  is 
feasible.  Sections  4.41  and  4.48  of  the 
final  regulations  so  provide. 

Referral  to  Primary  Source  or  Records 


that  reports  or  information  generated 
or  received  by  the  agency  will  receive 
widespread  interest.  The  Department  of 
Commerce  has  established  the  National 
Technical  Information  Service  (NTIS) , 
5285  Port  Royal  Road,  Springfield,  VA 
22152,  to  serve  as  a  clearinghouse  for 
such  Information.  The  Pood  and  Drug 
Administration  Is,  for  example,  sending 
all  scientific  literature  reviews  and  re¬ 
ports  of  the  Select  Committee  on  GRAS 
Substances  of  the  Federation  of  Ameri¬ 
can  Societies  for  Experimental  Biology  to 
NTIS  for  reproduction  and  distribution 
to  the  public,  as  announced  In  the  Fed¬ 
eral  Registers  of  July  26,  1973  (38  PR 
20054) ,  April  17, 1974  (39  FR  13796) ,  and 
September  23, 1974  (39  FR  34218) . 

The  Commissioner  concludes  that, 
when  documents  are  furnished  to  NTIS, 
a  single  copy  win  be  avaUable  for  public 
review  at  the  Food  and  Drug  Administra¬ 
tion.  All  requests  for  copies  of  such 
documents  win  be  answered  by  referring 
the  person  requesting  the  copies  to  NTIS. 
The  Commissioner  concludes  that  this 
approach  fully  satisfies  the  requirements 
of  the  Freedom  of  Information  Act.  Sec¬ 
tion  4.50  of  the  final  regulations  states 
this  policy. 

Use  of  Private  Contractor 
for  Copying 


69.  Comments  on  the  proposed  regula¬ 
tions  asked  what  documents  will  be  dis¬ 
tributed  without  charge  pursuant  to  the 
regulations.  In  particular,  questions  were 
raised  about  the  status  of  documents 
such  as  the  Code  of  Federal  Regulations 
(CFR) ,  Federal  Register,  United  States 
Pharmacopeia  (U.S.P.),  and  National 
Formulary  (N.F.) . 

The  Commissioner  notes  that  there  are 
a  wide  variety  of  materials,  including 
press  releases  and  educational  materials, 
which  are  prepared  by  the  Food  and 
Drug  Administration  for  distribution  to 
the  public.  These  will  continue  to  be  re¬ 
leased  and  distributed  without  charge. 

It  Is  the  policy  of  the  Food  and  Drug 
Administration  that  if  anyone  is  charged 
for  a  document,  all  must  be  charged  un¬ 
less  the  fee  Is  waived  pursuant  to  these 
regulations.  Conversely,  if  a  document  is 


71.  A  comment  suggested  that,  rather 
than  charge  for  copying  or  sending  hi- 
formation  to  an  Independent  contractor 
for  copying,  information  in  Food  and 
Drug  Administration  files  that  is  avail¬ 
able  for  public  disclosure  should  be 
loaned  to  the  person  who  is  requesting  it 
who  can  then  copy  it  himself. 

The  Commissioner  concludes  that 
lending  material  for  copying  usually  will 
not  be  permitted.  The  Food  and  Drug 
Administration  has  had  difficulty  with 
loss  of  materials  from  files  In  the  office 
of  the  Hearing  Clerk.  The  Food  and  Drug 
Administration  would  have  no  way  to 
determine  whether  materials  loaned  to 
Individuals  would  be  returned  intact. 
Only  where  materials  requested  are  con¬ 
tained  in  bound  volumes  and  their  safe 
return  can  be  assured  would  this  possibly 
be  feasible.  The  Commissioner  concludes 
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that  no  change  In  the  final  regulations 
Is  warranted  to  handle  these  situations. 

Bequest  for  Review  Without  Copying 

72.  Numerous  requests  have  been  re¬ 
ceived  by  the  Food  and  Drug  Adminis¬ 
tration  during  the  past  2  years  for  an 
opportunity  to  review  specified  docu¬ 
ments  without  the  necessity  of  copying 
them.  Such  requests  have  pointed  out 
that  copying  Is  expensive  and  that  on 
occasion  only  a  few.  If  any,  of  the  re¬ 
quested  documents  might  be  relevant  to 
the  person’s  needs.  Copies  would  then  be 
requested  only  of  those  documents  which, 
after  a  personal  review,  are  determined 
to  be  relevant. 

The  Commissioner  advises  that  this 
procedure  is  entirely  acceptable  to  the 
Food  and  Drug  Administration  except 
where  a  record  Involved  contains  both 
disposable  and  nondisclosable  material. 
Under  those  circumstances,  the  only 
feasible  way  to  make  the  record  available 
for  Inspection  Is  to  copy  it  with  the  non¬ 
disclosable  material  blocked  out.  Accord¬ 
ingly,  a  new  5  4.52  Is  added  to  the  final 
regulations  to  state  this  policy. 

Indexing  Trade  Secret  and  Confidential 
Commercial  or  Financial  Data  and 
Information 

73.  In  recent  court  decisions,  it  has 
been  suggested  that,  upon  judicial  re¬ 
view  of  an  agency  decision  to  deny  docu¬ 
ments  or  portions  thereof,  the  agency 
may  be  required  to  itemize  and  index  the 
disputed  material  In  order  to  permit  ade¬ 
quate  judicial  consideration  of  the  issues. 

The  Commissioner  concludes  that, 
where  records  or  portions  thereof  are 
denied  on  the  basis  of  the  exemption  for 
trade  secrets  and  confidential  commer¬ 
cial  or  financial  data  and  Information, 
the  matter  is  subsequently  contested  in 
the  courts,  and  the  court  orders  such 
itemization  and  Indexing,  the  Food  and 
Drug  Administration  will  require  that 
this  be  undertaken  by  the  person  af¬ 
fected,  l.e.,  the  person  who  submitted  the 
documents.  The  Food  and  Drug  Admin¬ 
istration  will  also  request  that  the  per¬ 
son  affected  intervene  to  defend  the 
trade  secret  status  of  the  disputed  docu¬ 
ments.  The  failure  of  the  affected  person 
to  itemize  and  index  such  disputed  docu¬ 
ments  and  to  defend  their  status  will 
constitute  a  waiver  of  any  trade  secret 
defense,  and  the  Food  and  Drug  Admin¬ 
istration  will  promptly  make  them  avail¬ 
able  for  public  disclosure.  Section  4.53 
states  this  policy. 

The  Commissioner  concludes  that  the 
burden  of  defending  the  trade  secret 
status  of  disputed  documents  is  properly 
placed  upon  the  affected  person,  because 
this  status  inures  only  to  the  benefit  of 
that  person.  The  Commissioner  con¬ 
cludes  that  it  should  not  be  encumbent 
upon  the  government  to  defend  the  prop¬ 
erty  right  of  a  person  in  such  a  matter, 
and  that,  in  any  event,  the  person  af¬ 
fected  is  in  the  best  position  to  present 
a  trade  secret  defense  to  the  court. 

EXEMPTIONS 

74.  The  Freedom  of  Information  Act 
provides  that  all  government  records  and 


documents  shall  be  made  available  to  the 
public  upon  request,  except  for  the  fol¬ 
lowing  nine  specific  types  of  information : 

1.  (A)  Specifically  authorized  under  cri¬ 
teria  established  by  an  Executive  order  to  be 
kept  secret  in  the  interest  of  national  defense 
or  foreign  policy  and  (B)  are  in  fact  properly 
classified  pursuant  to  such  Executive  order. 

2.  Belated  solely  to  the  Internal  personnel 
rules  and  practices  of  an  agency. 

3.  Specifically  exempted  from  disclosure  by 
statute. 

4.  Trade  secrets  and  commercial  or  finan¬ 
cial  information  obtained  from  a  person  and 
privileged  or  confidential. 

5.  Interagency  or  intra-agency  memoran¬ 
dums  or  letters  which  would  not  be  avaUable 
by  law  to  a  party  other  than  an  agency  in 
litigation  with  the  agency. 

6.  Personnel  and  medical  files  and  similar 
files  the  disclosure  of  which  would  constitute 
a  clearly  unwarranted  invasion  of  personal 
privacy. 

7.  Investigatory  records  compiled  for  law 
enforcement  purposes,  but  only  to  the  extent 
that  the  production  of  such  records  would 

(A)  interfere  with  enforcement  proceedings, 

(B)  deprive  a  person  of  a  right  to  a  fair  trial 
or  an  impartial  adjudication,  (C)  constitute 
an  unwarranted  invasion  of  personal  privacy, 
(D)  disclose  the  Identity  of  a  confidential 
source  and,  in  the  case  of  a  record  compiled 
by  a  criminal  law  enforcement  authority  in 
the  course  of  a  criminal  investigation,  or  by 
an  agency  conducting  a  lawful  national  se¬ 
curity  intelligence  investigation,  confiden¬ 
tial  Information  furnished  only  by  the  con¬ 
fidential  source,  (E)  disclose  investigative 
techniques  and  procedures,  or  (P)  endanger 
the  life  or  physical  safety  of  law  enforcement 
personnel. 

8.  Contained  in  or  related  to  examination, 
operating,  or  condition  reports  prepared  by, 
on  behalf  of,  or  for  the  use  of  an  agency  re¬ 
sponsible  for  the  regulation  or  supervision  of 
financial  Institutions. 

9.  Geological  and  geophysical  information 
and  data,  including  maps,  concerning  wells. 

Of  these  nine  exemptions,  the  four  re¬ 
lating  to  trade  secrets,  internal  memo¬ 
randa,  personal  privacy,  and  investiga¬ 
tory  files  are  of  particular  Importance  to 
the  Food  and  Drug  Administration. 

In  the  proposed  regulations  published 
in  May  1972,  the  provisions  relating  to 
these  four  exemptions  were  interspersed 
with  a  number  of  other  sections  relating 
to  other  matters.  The  Commissioner  con¬ 
cludes  that,  for  purposes  of  clarity,  the 
provisions  of  the  final  regulations  relat¬ 
ing  to  these  exemptions  should  be  sep¬ 
arated  from  the  other  sections  and  placed 
in  a  separate  new  Subpart  D  of  Part  4. 

75.  Questions  have  arisen  as  to 
whether  documents  that  are  not  avail¬ 
able  from  the  Food  and  Drug  Adminis¬ 
tration  because  of  the  applicability  of 
one  of  the  exemptions,  e.g.,  trade  secrets, 
may  be  obtained  directly  from  the  com¬ 
pany  or  other  person  who  has  submitted 
them. 

The  Commissioner  advises  that  this 
procedure  is  entirely  acceptable,  and  en¬ 
courages  companies  and  other  persons 
submitting  information  to  the  Food  and 
Drug  Administration  to  make  such  ex¬ 
empt  material  available. 

Applicability  of  Exemptions 

76.  Numerous  comments  on  the  pro¬ 
posed  regulations  suggested  that  each  of 
the  available  exemptions  should  be  re¬ 


peated  as  possibly  applicable  In  every 
particular  section  dealing  with  the  status 
of  particular  types  of  documents,  e.g., 
correspondence  and  written  summaries 
of  oral  discussions. 

The  Commissioner  notes  that  £  4.36  of 
the  proposal  provided  that  nondisclos¬ 
able  portions  of  documents  will  be  de¬ 
leted  from  otherwise  disclosable  material 
before  it  is  made  public.  It  is  apparent, 
however,  that  this  provision  was  not 
clearly  understood  by  many  who  re¬ 
viewed  the  proposal.  Accordingly,  the 
Commissioner  Is  placing  this  provision  in 
new  £  4.60,  the  first  section  in  Subpart  D 
of  Part  4  dealing  with  exemptions,  and 
has  revised  it  more  clearly  to  state  the 
policy  that  each  exemption  is  to  be  con¬ 
sidered  in  determining  whether  all  or 
any  part  of  otherwise  disclosable  records 
should  be  deleted  before  making  the 
records  available  to  the  public. 

77.  It  was  suggested  In  comments  on 
the  proposed  regulations  that,  if  dele¬ 
tions  of  confidential  information  are  to 
be  made,  only  the  company  is  capable 
of  making  all  necessary  deletions.  Fre¬ 
quently,  it  was  stated,  just  the  associa¬ 
tion  of  a  trade  name  of  a  product  with 
a  certain  composition  may  be  a  breach - 
of  confidentiality.  In  many » records  a 
complete  rewriting  would  be  necessary 
rather  than  a  simple  deletion  because 
confidential  material  may  be  Interwoven 
with  nonconfidential  material.  ’"r 
The  Commissioner  advises  that,  where 
there  is  some  uncertainly  as  to  the  con¬ 
fidential  status  of  the  material,  the  per¬ 
son  who  submitted  It  will,  under  £  4.45, 
have  the  opportunity  to  Indicate  which 
portions  of  a  record  he  believes  should 
be  exempt.  However,  the  person  who 
submits  material  does  not  under  any 
circumstances  have  the  final  say  on  what 
will  and  will  not  be  deleted. 

Trade  Secrets  and  Commercial  or  Fi¬ 
nancial  Information  That  is  Privi¬ 
leged  or  Confidential 

78.  By  far  the  most  extensive  comment 
on  the  proposed  regulations  related  to 
the  definitions  of  "trade  secret”  and 
"confidential  data  or  Information”  In 
proposed  £  4.25,  and  the  specific  appli¬ 
cation  of  these  definitions  with  respect 
to  particular  Information  received  in 
petitions  and  applications  as  reflected 
in  the  proposed  amendments  to  Parts  8, 
121, 130, 135,  and  146. 

Numerous  comments  pointed  out  that 
the  regulations  must  reflect  the  interac¬ 
tion  of  three  statutes:  The  general  Fed¬ 
eral  confidentiality  statute,  18  U.S.C. 
1905;  the  confidentiality  provision  in 
section  301(j)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (21  U.S.C.  331(j)); 
and  the  exemption  under  the  Freedom 
of  Information  Act  for  “trade  secrets 
and  commercial  or  financial  information 
that  is  privileged  or  confidential”  (5 
U.S.C.  552(b)(4)).  The  Commissioner 
notes  that  the  preamble  to  the  proposed 
regulations  referred  to  all  three  stat¬ 
utes,  and  that  the  proposal  was  intended 
to  reflect  the  congressional  policy  em¬ 
bodied  In  them. 
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The  general  Federal  confidentiality 
statute,  18  U.S.C.  1905,  provides  that: 

Whoever,  being  an  officer  or  employee  of 
the  United  States  or  of  any  department  or 
agency  thereof,  publishes,  divulges,  discloses, 
or  makes  known  In  any  manner  or  to  any 
extent  not  authorized  by  law  any  Informa¬ 
tion  coming  to  him  In  the  course  of  his  em¬ 
ployment  or  official  duties  or  by  reason  of 
any  examination  or  Investigation  made  by,  or 
return,  report  or  record  made  to  or  hied 
with,  such  department  or  agency  or  officer 
or  employee  thereof,  which  Information  con¬ 
cerns  or  relates  to  the  trade  secrets,  proc¬ 
esses,  operations,  style  at  work,  or  apparatus, 
or  to  the  Identity,  confidential  statistical 
data,  amount  or  source  of  any  Income,  prof¬ 
its,  lasses,  or  expenditures  of  any  person, 
firm,  partnership,  corporation,  or  association; 
or  permits  any  Income  return  or  copy  thereof 
or  any  book  containing  any  abstract  or  par¬ 
ticulars  thereof  to  be  seen  or  examined  by 
any  person  except  as  provided  by  law;  shall 
be  fined  not  more  than  $1,000,  or  imprisoned 
not  more  than  one  year,  or  both;  and  Shall 
be  removed  from  office  or  employment. 

Section  301  (J)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act,  (21  U.S.C.  331 
(j) )  prohibits: 

(])  The  curing  by  any  person  to  his  own  ad¬ 
vantage,  or  revealing,  other  than  to  the  Sec¬ 
retary  or  officers  or  employees  of  the  De¬ 
partment,  or  to  the  courts  when  relevant  In 
any  Judicial  proceeding  under  this  Act,  any 
Information  acquired  under  authority  of  sec¬ 
tion  404,  400,  606,  606,  607,  61$,  704,  or  706 
concerning  any  method  or  process  which  as  a 
trade  secret  is  entitled  to  protection. 

The  Commissioner  concludes  that  the 
Freedom  of  Information  Act  trade 
secrets  exemption  is  as  least  as  broad 
as,  and  is  perhaps  somewhat  broader 
the  confidentiality  provisions  of 
the  other  two  statutes.  The  major  dif¬ 
ference  between  them  Is  that,  whereas 
the  Freedom  of  Information  Act  exemp¬ 
tion  Is  discretionary,  the  other  two 
statutes  embody  mandatory  require¬ 
ments.  Disclosure  of  information  pro¬ 
hibited  by  the  other  two  statutes  con¬ 
stitutes  a  criminal  offense.  Accordingly, 
to  the  extent  that  the  other  two  confi¬ 
dentiality  statutes  apply,  disclosure  of 
trade  secrets  and  confidential  commer¬ 
cial  or  financial  information  by  the  Food 
and  Drug  Administration  is  wholly  pro¬ 
hibited  by  Federal  law.  Even  If  such  dis¬ 
closure  would  be  In  the  public  Interest,  in 
order  to  protect  the  public  health,  and 
even  if  the  Commissioner  wishes  as  a 
matter  of  discretion  to  release  such  ma¬ 
terial,  such  disclosure  cannot  lawfully  be 
undertaken. 

The  Commissioner  concludes  that  It 
is  not  feasible  or  practical  to  determine 
the  differences,  if  any,  between  the 
confidentiality  provisions  in  18  U.S.C. 
1905  and  21  U.S.C.  331(j).  and  in  the 
Freedom  of  Information  Act.  If  there 
are  any  differences,  they  are  extremely 
subtle  and  small.  Accordingly,  the  Com¬ 
missioner  Intends,  for  practical  reasons 
of  daily  administration  of  the  law,  to 
regard  the  coverage  of  these  provisions 
as  identical.  This  will  have  the  effect 
of  prohibiting  any  discretionary  release 
of  documents  that  fall  within  the  trade 
secrets  and  confidential  commercial  In¬ 
formation  exemption  to  the  Freedom  of 


Information  Act.  Hie  Commissioner 
concludes  that  to  do  otherwise  would 
invite  confusion,  lead  to  arbitrary  de¬ 
cisions,  and  raise  the  possibility  of  vio¬ 
lation  of  the  criminal  sanctions  con¬ 
tained  in  the  two  mandatory  Federal 
confidentiality  statutes. 

The  Food  and  Drug  Administration 
has  on  numerous  occasions  testified 
before  Congress  that  current  statutory 
prohibitions  prevent  disclosure  of  use¬ 
ful  information  contained  in  the  agen¬ 
cy’s  files,  and  particularly,  data  relat¬ 
ing  to  the  safety  and  effectiveness  of 
drugs.  The  Food  and  Drug  Administra¬ 
tion  cannot  change  the  law,  and  thus 
Is  bound  by  the  present  provisions  until 
Congress  acts. 

79.  One  comment  discussed  at  length 
the  Commissioner’s  citation  of  18  U.S.C. 
1905,  the  general  Federal  confidentiality 
statute,  contending  that  this  statutory 
provision  was  intended  by  Congress  to 
be  solely  a  “remedial”  provision  and  does 
not  represent  substantive  law.  It  argued 
that  18  UJ3.C.  1905  has  no  application 
unless  the  Information  sought  falls 
within  one  of  the  exemptions  to  the 
Freedom  of  Information  Act,  and  that 
18  U.S.C.  1905  is  not  Itself  an  exemp¬ 
tion  to  the  Freedom  of  Information  Act, 
citing  “Frankel  ▼.  SEC,"  336  F.  Supp. 
675  (SD.N.Y.  1971);  “Schaplro  v.  SEC,” 
339  F.  Supp.  467  (DD.C.  1972).  It  was 
suggested  that  18  U.S.C.  1905  may  prop¬ 
erly  be  read  to  provide  for  criminal  pen¬ 
alties  for  disclosure  of  Information  only 
when  such  disclosure  is  specifically  pro¬ 
hibited  by  another  statute,  and  to  read 
18  U.S.C.  1905  as  an  exemption  to  the 
Freedom  of  Information  Act  would,  in 
effect,  nullify  the  act  and  such  could  not 
have  been  the  Intent  of  Congress. 

The  Commissioner  believes  that  this 
Issue  is  moot,  in  view  of  the  fact  that 
the  confidentiality  provisions  in  21 
U.S.C.  331(J)  and  the  trade  secret  ex¬ 
emption  from  the  Freedom  at  Infor¬ 
mation  Act  cover  the  same  type  of  in¬ 
formation.  The  Commissioner  also  ad¬ 
vises,  however,  that  he  does  not  concur 
with  the  legal  Interpretation  provided  by 
the  comment.  The  comment  did  not  cite 
any  other  confidentiality  provision  in 
Federal  law  that  does  not  carry  with  it 
a  sanction  against  release  of  the  confi¬ 
dential  information.  Accordingly,  if 
18  U.S.C.  1905  were  read  solely  as  a 
remedial  statute,  to  provide  sanctions 
for  disclosure  of  information  that  is  pro¬ 
hibited  by  other  sections  of  the  law,  it 
would  be  wholly  meaningless.  The  only 
way  to  give  this  provision  of  the  law 
true  meaning  Is  to  read  It  as  a  general 
Federal  prohibition  against  disclosure 
of  trade  secret  information.  This  is  the 
interpretation  adopted  by  the  Attorney 
General’s  Memorandum  on  the  Free¬ 
dom  of  Information  Act.  In  any  event.  It 
is  not  necessary  to  resolve  this  legal 
question  in  this  Instance  because  of  the 
separate  confidentiality  requirements  In 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  and  the  Freedom  of  Information 
Act. 

80.  A  large  number  of  comments  ques¬ 
tioned  the  use  of  the  definition  of  a  trade 


secret  in  section  757  of  the  Restatement 
of  Torts.  The  comments  argued  that  this 
definition  was  intended  for  purposes  of 
litigation,  to  establish  commercial  dam¬ 
ages,  and  thus  is  an  inappropriate 
definition  for  harmonizing  the  com¬ 
peting  values  of  an  “open  society”  with 
adequate  protection  of  trade  secrets.  The 
comments  stated  that  the  regulations 
should  be  sensitive  to  a  “right  of  pri¬ 
vacy’’  of  a  manufacturer  and  should  rec¬ 
ognize  that  information  furnished  by 
industry  to  the  Food  and  Drug  Admin¬ 
istration  is  subject  to  a  property  right. 
Under  the  approach  suggested  in  these 
comments,  the  key  to  a  question  of  con¬ 
fidentiality  would  be  whether  the  com¬ 
pany  intended  the  information  to  be  con¬ 
fidential  and  whether  It  had,  in  fact,  so 
treated  the  information,  not  whether 
there  is  a  competitive  use  for  the 
Information. 

The  Commissioner  concludes,  upon  re¬ 
view  of  the  comments  and  the  relevant 
case  law,  that  the  Restatement  definition 
of  a  trade  secret  should  remain  the  basic 
guideline  for  application  of  this  exemp¬ 
tion  from  the  Freedom  of  Information 
Act.  The  Supreme  Court  has  recently 
noted  that  the  Restatement  definition 
of  a  trade  secret  Is  “widely  rdied-upon,” 
“Kewanee  Oil  Co.  v.  Bicron  Corp.”,  94 
S.  Ct.  1879  (1974).  The  Commissioner 
can  find  no  reason  why  It  should  be  uti¬ 
lized  for  determining  commercial  dam¬ 
ages  but  not  for  purposes  of  the  Freedom 
of  Information  Act. 

The  Commissioner  agrees  that  there 
is  a  property  right  reflected  by  the  trade 
secrets  exemption  from  the  Freedom  of 
Information  Act.  He  concludes  that  new 
9  4.61  adequately  reflects  that  right. 

The  Commissioner  does  not  agree  that 
the  intent  of  the  person  who  submits 
documents  to  the  Food  and  Drug  Admin¬ 
istration  controls,  or  is  even  relevant  to, 
the  question  whether  those  documents 
may  be  released  to  the  public  upon  re¬ 
quest  under  the  Freedom  of  Information 
Act.  The  Freedom  of  Information  Act 
establishes  specific  exemptions,  which 
are  to  be  applied  by  objective  criteria. 
The  subjective  standard  proposed  in  the 
comments  would  result  in  little  or  no  dis¬ 
closure  of  Information  to  the  public, 
contrary  to  the  clear  Intent  of  Congress. 

81.  Comments  suggested  that  the  offi¬ 
cial  Restatement  Comment  on  the  de¬ 
finition  of  trade  secrets  be  Included  as 
part  of  the  Food  and  Drug  Administra¬ 
tion  regulations.  Comment  (b)  to  section 
757  of  the  Restatement  of  Torts  states 
that: 

An  exact  definition  of  a  trade  secret  is  not 
possible.  Some  factors  to  be  considered  in 
determining  whether  given  information  is 
one’s  trade  secret  are:  (1)  The  extent  to 
which  the  information  is  known  outside  his 
business;  (2)  the  extent  to  which  it  is  known 
by  employees  and  others  involved  in  his 
business;  (S)  the  extent  of  measures  taken 
by  him  to  guard  the  secrecy  of  the  informa¬ 
tion;  (4)  the  value  of  the  information  to  him 
and  to  his  competitors;  (6)  the  amount  of 
effort  or  money  expended  by  him  In  develop¬ 
ing  the  information;  (6)  the  ease  or  difficulty 
with  which  the  information  oould  be  prop¬ 
erly  acquired  or  duplicated  by  others. 
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The  Commissioner  agrees  that  the  offi¬ 
cial  Comment  on  the  Restatement  defini¬ 
tion  is  helpful  in  understanding  the  in¬ 
tended  meaning  of  the  definition.  This 
Comment  neither  broadens  nor  narrows 
the  definition  itself,  but  simply  elucidates 
the  various  factors  encompassed  within 
that  definition.  Hie  Commissioner  con¬ 
cludes  that  it  is  unnecessary  to  include 
this  Comment  as  part  of  the  definition  in 
the  final  regulations,  but  advises  that 
these  factors  will  be  considered  in  apply¬ 
ing  the  definition  set  out  in  the  regula¬ 
tions. 

82.  The  definition  of  a  trade  secret  as 
set  forth  in  the  proposed  Uniform  Trade 
Secret  Protection  Act  was  suggested  as  a 
possible  alternative  definition  by  several 
comments: 

Any  formula,  pattern,  device  or  compUa- 
tion  of  scientific,  technical,  or  commercial 
information  which  the  trade  secret  owner 
has  taken  reasonable  precautions  to  main¬ 
tain  in  secrecy  so  that  except  by  the  use  of 
Improper  means  there  would  be  difficulty  in 
acquiring  it,  and  which  gives  said  owner  an 
opportunity  to  obtain  an  advantage  over 
others  who  do  not  know  or  use  it  •  •  • 
Matter  which  otherwise  constitutes  a  trade 
secret  will  not  lose  its  status  as  such  if  it  is 
disclosed  by  the  trade  secret  owner  to  and 
accepted  by  an  outsider  in  confidence  •  •  • 

The  Commissioner  concludes  that 
there  is  no  significant  difference  between 
this  definition  and  the  Restatement  defi¬ 
nition.  Both  place  primary  emphasis 
upon  competitive  advantage. 

83.  A  number  of  comments  cited  case 
law  dealing  with  trade  secrets  for  the 
proposition  that  any  technical  or  scien¬ 
tific  information  developed  by  a  com¬ 
pany  may  be  considered  a  trade  secret 
where  it  is  not  generally  known  or 
readily  ascertainable  and  when  it  is  pro¬ 
tected  and  maintained  as  confidential 
by  the  developer  and  is  of  value  to  him. 

The  Commissioner  agrees  with  this 
general  statement  of  the  case  law,  and 
concludes  that  the  definition  set  out  in 
§  4.61  of  the  final  regulations  adequately 
reflects  it.  In  the  Commissioner’s  opin¬ 
ion,  the  concept  of  commercial  and 
competitive  value  is  fully  recognized  by 
the  courts. 

84.  Other  comments  contended  that 
the  Restatement  definition  of  a  trade 
secret  is  far  too  broad.  One  suggested 
that  the  controlling  definition  of  trade 
secret  in  connection  with  the  release  of 
information  should  be  the  one  noted  in 
“Consumers  Union  v.  Veterans  Admin¬ 
istration,”  301  P.  Supp.  796,  801  (S.D. 
N.Y.  1969),  appeal  dismissed,  436  F.2d 
1363  (2d  Cir.  1971) : 

*  *  *  an.  unpatented,  secret,  commerci¬ 
ally  valuable  plan,  appliance,  formula,  or 
process,  which  is  used  for  the  making,  pre¬ 
paring,  compounding,  treating,  or  proces¬ 
sing  of  articles  or  materials  which  are  trade 
commodities. 

Information  contained  in  a  new  drug 
application  concerning  animal  and 
clinical  testing,  it  was  asserted,  would 
not  be  a  trade  secret  under  this  defini¬ 
tion. 

The  Commissioner  notes  that  the  court 
in  the  “Consumers  Union”  case  did  not 
attempt  an  all-inclusive  definition  of  a 


trade  secret  for  purposes  of  all  Federal 
law.  It  used  a  judicial  description  found 
in  a  1925  case  that  arose  under  the  pred¬ 
ecessor  statute  of  18  U.S.C.  1905.  There 
is  no  reason  to  consider  that  definition 
controlling  for  purposes  of  the  Freedom 
of  Information  Act.  Moreover,  even  this 
definition  does  not  exclude  clinical  data 
since  such  data  can  properly  be  con¬ 
sidered  as  part  of  a  “plan”  or  a  “pro¬ 
cess”. 

85.  Comments  stated  that  the  Restate¬ 
ment  definition  of  trade  secret  is  inade¬ 
quate  because  it  does  not  include  a  crucial 
element  required  in  the  common  law  of 
trade  secrets  in  order  to  prove  damages, 
i.e.,  the  requirement  that  improper  means 
be  employed  in  obtaining  the  informa¬ 
tion. 

The  Commissioner  concludes  that  the 
common  law  requirement  that  improper 
means  be  employed  to  obtain  a  trade 
secret  in  order  to  prove  damage  is  com¬ 
parable  to  the  requirement  included  in 
the  proposed  and  final  regulations  that 
information  cannot  be  regarded  as  a 
trade  secret  if  it  has  been  previously  dis¬ 
closed  in  a  lawful  manner  to  any  member 
of  the  public.  Accordingly,  no  modifica¬ 
tion  in  the  definition  in  the  final  regula¬ 
tions  is,  warranted. 

86.  Several  comments  took  the  position 
that,  while  the  Restatement  definition 
indicates  that  the  information  must  give 
an  individual  an  opportunity  to  obtain 
an  advantage  over  competitors,  the 
language  in  the  second  paragraph  5  of 
the  preamble  to  the  proposal  seemingly 
excluded  any  information  which  is  not 
currently  providing  a  manufacturer  with 
a  competitive  advantage  and  thus  nar¬ 
rowed  further  what  was  already  a  narrow 
definition  of  trade  secrets. 

The  Commissioner  concludes  that  in¬ 
formation  which  provided  a  manufac¬ 
turer  with  a  competitive  advantage  in 
the  past,  but  is  not  currently  providing  a 
competitive  advantage  and  will  not,  in 
all  likelihood,  do  so  in  the  future,  is  not 
covered  by  the  Restatement  definition 
and  does  not  fall  within  the  trade  secrets 
exemption.  If  the  information  is  not  cur¬ 
rently  providing  a  competitive  advantage 
the  Food  and  Drug  Administration  will 
make  a  determination  as  to  the  proba¬ 
bility  of  a  future  competitive  advantage. 
Paragraph  5  of  the  preamble  to  the  pro¬ 
posal  indicated  that  the  Food  and  Drug 
Administration  has  made  some  conclu¬ 
sions  from  past  experience  as  to  the 
probability  of  future  competitive  ad¬ 
vantage  with  regard  to  safety,  effective¬ 
ness,  and  functionality  data.  If  a  manu¬ 
facturer  can  show  in  a  particular  case 
that,  because  of  extraordinary  circum¬ 
stances,  these  data  will  provide  a  future 
competitive  advantage,  they  will  not  be 
made  available  for  public  disclosure. 

87.  Several  comments  pointed  out  that 
the  statutory  exemption  for  trade  secrets 
actually  extends  to  two  separate  types 
of  information,  trade  secrets  and  con¬ 
fidential  commercial  Information,  and 
that  while,  in  theory,  these  two  were 
treated  as  separate  entitles  In  the  pro¬ 
posal,  by  relying  solely  upon  the  criterion 
of  competitive  advantage  the  two  were  In 
fact  merged  together  Into  one  narrow 
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exemption.  It  was  urged  that  the  Re¬ 
statement  definition  Is  only  adequate  to 
deal  with  the  concept  of  “trade  secret” 
and  Is  not  relevant  In  determining 
whether  or  not  information  was  “con¬ 
fidential”.  It  was  again  suggested  that 
the  manner  in  which  information  was 
treated  was  of  greater  importance  in 
determining  its  confidential  nature  than 
the  immediate  use  of  the  information.  It 
was  suggested  that  the  regulations  be 
amended  to  provide  a  separate  type  of 
exemption  for  confidential  information 
that  does  not  rely  upon  the  concept  of 
competitive  advantage. 

Other  comments  emphasized  that 
there  was  no  exemption  for  confidential 
information  per  se  and  that  the  exemp¬ 
tion  applies  only  to  confidential  informa¬ 
tion  that  is  commercial  or  financial  in 
nature. 

The  Commissioner  concludes  that,  un¬ 
der  the  relevant  statutes,  trade  secrets 
and  confidential  commercial  or  flna.nr.ial 
information  are  two  separate  categories 
of  exempt  Information,  and  that  there 
are  different  criteria  for  each.  This  is 
reflected  in  the  separate  definitions  for 
each  given  in  §  4.61  (a)  and  (b)  of  the 
final  regulations.  If  information  falls 
within  either  paragraph  (a)  or  (b)  it 
will  be  considered  exempt.  However,  it 
should  be  noted  that  the  matter  of  com¬ 
petitive  advantage  is  often  significant 
in  determining  whether  commercial  in¬ 
formation  is  confidential  within  the 
meaning  of  8  4.61(b)  since  confidential 
information  per  se  is  not  exempt,  but 
only  confidential  information  that  is 
commercial  or  financial  in  nature. 

88.  Numerous  comments  discussed  an 
appropriate  definition  for  “commercial 
or  financial  information”  that  is  “privi¬ 
leged  or  confidential”.  Some  argued  that 
this  would  include  all  information  which 
a  company  regards  as  confidential  and 
uses  in  the  course  of  its  business,  and 
others  contended  that  it  should  apply 
only  to  such  clear  financial  information 
as  data  relating  to  sales  and  profits. 

The  Commissioner  has  reviewed  the 
legislative  history  of  the  Freedom  of 
Information  Act  and  has  concluded  that 
this  phrase  is  properly  interpreted  on  a 
narrow  basis.  If  it  were  interpreted 
broadly,  as  suggested  by  some  com¬ 
ments,  it  would  make  the  trade  secrets 
exemption  irrelevant,  and  indeed  would 
largely  undermine  the  philosophy  of  the 
Freedom  of  Information  Act.  The  legis¬ 
lative  history  indicates  that  this  portion 
of  the  exemption  was  intended  to  apply 
to  information  customarily  held  in  strict 
confidence,  such  as  business  sales  sta¬ 
tistics,  inventories,  customer  lists,  man¬ 
ufacturing  processes,  and  technical  or 
financial  data  submitted  to  obtain  a 
loan,  as  well  as  to  information  custom¬ 
arily  subject  to  the  doctor-patient  and 
lawyer-client  privileges.  Hie  Commis¬ 
sioner  believes  that  the  provisions  of  It 
UJB.C.  1905  and  21  U.S.C.  331(j)  are 
properly  interpreted  In  the  same  way. 
Accordingly,  the  Commissioner  has  re¬ 
vised  the  final  regulations  to  reflect  this 
approach  to  the  matter. 
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89.  There  was  objection  to  the  depend¬ 
ence  of  a  confidential  status  upon 
whether  or  not  the  information  was  of  a 
type  “customarily  held  in  strict  confi¬ 
dence  or  regarded  as  privileged.”  The  is¬ 
sue,  it  was  asserted,  was  whether  a  par¬ 
ticular  record  or  document  was,  in  fact, 
held  in  confidence. 

The  Commissioner  does  not  agree  with 
this  comment.  If  the  confidential  status 
of  commercial  information  depended 
solely  upon  the  way  that  each  individ¬ 
ual  manufacturer  handles  information 
in  his  own  business,  decisions  under  the 
Freedom  of  Information  Act  would  be 
highly  Inconsistent  and  would  require 
the  Food  and  Drug  Administration  to 
conduct  an  ad  hoc  inquiry  into  the  way 
that  each  manufacturer  handles  docu¬ 
ments  submitted  to  the  agency.  Such  an 
approach  is  neither  practicable  nor 
contemplated  by  the  law. 

The  Commissioner  notes  that  the  leg- 
islative  history  shows  that  Congress  in¬ 
tended  that  commercial  and  financial 
information  submitted  to  the  govern¬ 
ment  would  be  handled  according  to 
the  customary  and  usual  practice  in  the 
industry  rather  than  according  to  the 
way  that  any  particular  firm  regards  it. 
Thus,  it  is  customary  to  expect  that  the 
doctor-patient  and  lawyer-client  privi¬ 
lege  will  be  respected,  whereas  many 
other  forms  of  commercial  information 
are  not  customarily  held  in  confidence. 

In  this  respect,  the  criteria  for  a  trade 
secret  and  for  confidential  commercial 
information  are  substantially  different. 
The  former  depends  entirely  upon  the 
competitive  advantage  attributable  to 
the  specific  information  involved, 
whereas  the  latter  may  be  applicable 
even  if  there  is  no  specific  competitive 
advantage  involved  if  such  information 
is  generally  held  in  strict  confidence  ac¬ 
cording  to  usual  industry  practice.  In 
both  instances,  of  course,  lawful  prior 
public  release  of  the  Information  auto¬ 
matically  destroys  the  confidential 
status  of  the  information. 

90.  Comments  asserted  that  the  need 
for  the  public  disclosure  of  safety  and 
effectiveness  data  is  so  great  that  no 
justification  of  trade  secret  or  confiden¬ 
tial  commercial  status  was  sufficient  to 
withhold  such  information. 

The  Commissioner  concludes  that  it  is 
Congress  which  weighs  the  need  for  the 
release  of  certain  information  against 
the  need  for  retaining  it  as  confidential. 
With  regard  to  trade  secrets,  Congress 
has  concluded  that  the  need  to  withhold 
such  information  outweighs  the  need  to 
release  it.  The  Freedom  of  Information 
Act  expressly  makes  an  exemption  for 
this  type  of  information  and  other 
statutes  provide  for  criminal  penalties 
for  releasing  it. 

91.  Comments  suggested  that  language 
covering  manufacturing  and  quality  con¬ 
trol  procedures  be  added  to  this  provision 
in  the  final  regulations  even  though  it  is 
specifically  dealt  with  in  other  provisions. 

The  Commissioner  advises  that  S  4.61 
is  intended  to  serve  as  a  general  defini¬ 
tion,  and  not  to  catalog  all  information 
that  may  have  trade  secret  status.  The 
fact  that  it  does  not  mention  a  particular 


type  of  Information  does  not  mean  that 
Information  is  not  a  trade  secret. 

92.  One  comment  contended  that  the 
fact  that  more  than  one  manufacturer  in 
an  Industry  may  know  of  and  use  an  in¬ 
gredient  does  not  lessen  the  competitive 
advantage  that  accrues  to  those  manu¬ 
facturers  who  know  and  use  the  in¬ 
gredient  as  opposed  to  all  other  manu¬ 
facturers  in  the  industry.  The  comment 
also  argued  that  it  is  frequently  im¬ 
possible  for  any  manufacturer  to  know 
whether  any  of  his  competitors  has  be¬ 
come  aware  of  his  use  of  a  particular  in¬ 
gredient. 

The  Commissioner  concludes  that  use 
of  an  ingredient  by  more  than  one  manu¬ 
facturer  for  the  same  purpose  is  not,  in 
itself,  sufficient  to  justify  a  conclusion 
that  such  use  is  not  a  trade  secret.  The 
Commissioner  recognizes  that  whether 
the  use  of  an  ingredient  constitutes  a 
trade  secret  will  depend  upon  a  number 
of  factors,  and  primarily  whether  it  has 
previously  been  disclosed  to  the  public  as 
defined  in  §  4.81  of  the  regulations.  A 
representation  by  a  company  that,  to  the 
best  of  its  knowledge  and  belief,  the  in¬ 
gredient  has  not  previously  been  dis¬ 
closed  to  any  member  of  the  public,  will 
be  sufficient  to  create  a  prima  facie  case 
of  confidentiality,  which  may  be  rebutted 
by  the  Food  and  Drug  Administration  if 
it  determines  that  the  Ingredient  has  In 
fact  become  public  knowledge. 

93.  Comments  asserted  that  the  release 
of  information  Tinder  the  proposed  reg¬ 
ulations  would  result  in  claims  against 
the  government  based  on  “Padbloc  v. 
United  States,”  161  Ct.  Cl.  369  (1963)  and 
“Bofors  v.  United  States,”  153  F.  Supp. 
397  (Ct.Cl.  1957). 

The  Commissioner  concludes  that, 
since  the  Freedom  of  Information  Act 
requires  release  of  information  not  spe¬ 
cifically  exempt,  and  no  contract  is  in¬ 
volved,  no  claims  may  properly  be  made 
against  the  government  under  the  “Pad- 
bloc”  case.  The  Commissioner  notes  that 
the  “Padbloc”  and  “Bofors”  cases  in¬ 
volved  a  breach  of  contract  in  a  commer¬ 
cial  venture  with  the  government  and 
thus  are  not  relevant  here. 

94.  Comments  suggested  that  a  manu¬ 
facturer’s  assertion  that  specified  in¬ 
formation  is  either  a  trade  secret  or  con¬ 
fidential  commercial  information  not  be 
overruled  unless  “clearly  erroneous.”  It 
was  also  suggested  that  a  final  deter¬ 
mination  be  subject  to  judicial  review  on 
the  weight  of  the  evidence  as  a  whole, 
since  otherwise  there  would  be  too  severe 
a  burden  of  persuasion  for  the  company 
in  court  to  overturn  an  incorrect  deter¬ 
mination  by  the  Food  and  Drug  Admin¬ 
istration. 

The  Commissioner  concludes  that  the 
Freedom  of  Information  Act  does  not 
permit  the  Food  and  Drug  Administra¬ 
tion  to  accept  a  manufacturer’s  asser¬ 
tions  of  confidential  status  without  care¬ 
ful  scrutiny  of  each  claim.  Moreover, 
under  the  Freedom  of  Information  Act 
the  courts  are  obligated  to  “determine 
the  matter  de  novo”  and  the  burden  is 
on  the  agency  to  sustain  any  denial  of 
records. 


95.  A  question  has  arisen  as  to  whether 
information  that  has  been  made  public 
through  a  patent  can  nevertheless  be 
classified  as  a  trade  secret. 

The  Commissioner  concludes  that  all 
information  made  public  through  a  pat¬ 
ent  will  be  available  for  public  disclosure, 
and  that  the  trade  secrets  exemption  will 
under  no  circumstances  be  applicable  to 
any  such  information. 

96.  A  comment  contended  that  infor¬ 
mation  which  may  fall  within  the  trade 
secrets  protection  cannot  be  divulged 
without  notice,  hearing,  and  judicial  re¬ 
view,  citing  “American  Sumatra  Tobacco 
Corp.  v.  SEC,”  93  F.2d  236  (D.C.  Cir. 
1937). 

The  Commissioner  concurs  with  the 
substance  of  this  comment.  Notice  and 
an  opportunity  to  present  comments  on 
the  rules  to  be  utilized  in  determining 
when  the  trade  secrets  exemption  ap¬ 
plies  were  furnished  by  the  proposed 
regulations  published  in  May  1972.  The 
possibility  of  judicial  review  has  been 
extended,  with  rare  exception,  to  affected 
persons  when  disclosure  is  contemplated 
by  the  Food  and  Drug  Administration  in 
situations  where  the  facts  present  a  close 
question.  Upon  the  receipt  of  any  further  N 
comments  and  any  modifications  of  these 
regulations  as  provided  in  this  final  or¬ 
der,  judicial  review  will  be  available 
through  a  declaratory  judgment  action 
challenging  the  final  regulations  or  a 
declaratory  judgment  action  in  accord¬ 
ance  with  S  4.46  challenging  the  pro¬ 
posed  release  of  specific  records.  Accord¬ 
ingly,  the  Commissioner  concludes  that 
the  general  principles  laid  down  in  the 
“Sumatra”  case  are  fully  satisfied. 

Inter-  and  Intra-Agency  Memoranda 
or  Letters 

97.  Section  4.27  of  the  proposed  regula¬ 
tions,  which  dealt  with  the  internal  me¬ 
morandum  exemption  from  the  Freedom 
of  Information  Act,  is  redesignated  as 
S  4.62  in  the  final  regulations. 

Comments  stated  that  the  term 
“memoranda”  is  unclear.  Questions  were 
Risked  whether  it  refers  to  all  written 
communications,  including  an  investiga¬ 
tor’s  report,  or  only  to  a  document  en¬ 
titled  “memorandum.”  It  was  suggested 
that  the  preamble  should  state  the  cri¬ 
teria  for  determining  whether  or  not  a 
document  is  a  “memorandum.” 

The  Commissioner  advises  that  the 
term  “memoranda”  refers  to  all  written 
communications  and  not  just  to  those 
documents  bearing  the  title  “memoran¬ 
dum.”  The  legislative  history  of  the  Free¬ 
dom  of  Information  Act  reveals  that  this 
was  the  intended  congressional  meaning 
of  the  term.  Section  4.62  has  been  re¬ 
vised  accordingly. 

98.  One  comment  contended  that  if  the 
explanatory  portions  of  an  internal 
agency  memorandum  are  deleted  and  the 
remainder  is  disclosed,  the  “factual”  in¬ 
formation  may  be  reported  out  of  con¬ 
text.  It  was  suggested  that,  because  of 
this  consideration,  all  portions  of  agency 
memoranda  should  be  exempt.  It  was  also 
suggested  that,  since  it  is  frequently  dif¬ 
ficult  to  distinguish  between  “fact”  and 
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“conclusion,”  some  clarification  of  the 
term  “factual  Information"  would  be 
helpful.  It  was  stated  that  "factual  In¬ 
formation”  should  be  defined  to  include 
factual  analysis  and  materials  which  can 
be  considered  surveys  and  studies. 

The  Commissioner  notes  that  the 
intra-agency  memorandum  exemption 
applies  only  to  opinions,  recommenda¬ 
tions,  or  policy  discussions  within  the 
deliberative  processes  of  an  agency.  The. 
courts  have  held  that  an  entire  agency 
memorandum  that  includes  both  fac¬ 
tual  information  and  opinions  is  not 
exempt  from  disclosure  unless  fact  is 
so  interwoven  with  opinion  that  the  two 
cannot  be  separated.  The  Commissioner 
intends  to  make  liberal  use  of  his  dis¬ 
cretion  to  disclose  internal  memoranda 
reflecting  policy  discussions,  with  de¬ 
letion  only  of  trade  secret  data  and  ma¬ 
terial  relating  to  personal  privacy, 
wherever  this  can  be  done  without  dis¬ 
rupting  the  agency’s  activities.  In  all 
other  instances  the  agency  will  do  its 
best  to  distinguish  between  “fact”  and 
“opinion.”  The  Commissioner  concludes 
that  it  is  neither  necessary  nor  practical 
to  define  the  term  “factual  information.” 
The  dividing  line  between  fact  and 
opinion  must  be  made  on  a  review  of  the 
specific  material  in  question. 

99.  Comments  contended  that  the 
agency,  by  not  disclosing  agency  mem¬ 
oranda  while  at  the  same  time  disclosing 
written  communications  from  private 
external  sources,  creates  the  possibility 
of  presenting  a  distorted  view.  For  ex¬ 
ample,  damaging  communications  from 
and  to  a  firm  could  be  disclosed  while 
data  contained  in  intra-agency  memo¬ 
randa  relevant  to  a  full  understanding  of 
the  situation  would  be  withheld. 

The  Commissioner  advises  that  he  in¬ 
tends,  wherever  feasible,  to  exercise  his 
discretion  to  release  internal  agency 
memoranda  in  order  to  avoid  the  possi¬ 
bility  of  a  distorted  view.  In  any  event, 
the  factual  portions  of  internal  memo¬ 
randa  are  clearly  disclosable  unless  they 
cannot  reasonably  be  separated  from  the 
policy  portions. 

100.  In  a  number  of  instances,  requests 
have  been  received  by  the  Food  and 
Drug  Administration  for  disclosure  of 
Internal  memoranda  analyzing  data  or 
information  submitted  to  the  Food  and 
Drug  Administration.  Such  memoranda 
invariably  contain  both  factual  infor¬ 
mation  and  opinions  and  recommenda¬ 
tions,  and  the  two  very  seldom  are  or 
can  be  separated.  Moreover,  even  the 
way  that  the  factual  Information  is  pre¬ 
sented  may  well  reflect  the  Internal 
opinions  and  views  of  the  Food  and 
Drug  Administration  staff. 

The  Commissioner  concludes  that,  as 
a  general  rule,  such  internal  summaries 
of  data  and  Information  will  not  ordi¬ 
narily  be  disclosed  if  the  underlying  data 
and  information  are  available  for  public 
disclosure.  Thus,  an  analysis  of  food 
additive  safety  data,  an  of  which  are 
available  for  disclosure,  usually  will  not 
be  made  public.  Where  the  underlying 
data  and  Information  are  not  available 
for  public  disclosure,  however,  the  Com¬ 


missioner  either  wfil  exercise  his  discre¬ 
tion  to  release  the  entire  analysis  with 
appropriate  limited  deletions,  such  as 
names  of  patients,  trade  secrets,  and 
statements  that  would  represent  an  un¬ 
warranted  Invasion  of  privacy,  but  dis¬ 
closing  all  of  the  deliberative  and  policy 
discussion,  or  wfil,  at  the  very  least,  make 
available  the  document  with  the  factual 
information  intact  and  all  of  the  de¬ 
liberative  and  policy  discussion  deleted. 
Thus,  as  discussed  elsewhere  in  this  pre¬ 
amble,  the  Commissioner  has  concluded 
to  make  available  for  public  disclosure 
internal  memoranda  summarizing  the 
safety  and  effectiveness  data  contained 
in  previously  approved  new  drug  appli¬ 
cations,  with  deletions  only  of  the  limited 
type  mentioned  above,  since  the  under¬ 
lying  safety  and  effectiveness  data  are 
themselves  not  publicly  available.  This 
general  approach  to  the  handling  of  in¬ 
ternal  agency  summaries  has  recently  re¬ 
ceived  judicial  approval  In  “Montrose 
Chemical  Corp.  v.  Train,”  491  F.2d  63 
(D.C.  Cir.  1974) . 

101.  It  is  frequent  practice  for  the 
Food  and  Drug  Administration  to  pre¬ 
pare  a  summary  of  comments  received  on 
proposed  regulations  or  objections  re¬ 
ceived  on  final  regulations,  for  purposes 
of  internal  decisionmaking.  Requests 
have  been  made  for  copies  of  such  sum¬ 
maries. 

The  Commissioner  concludes  that  such 
summaries  are  internal  memoranda  that 
ordinarily  will  not  be  made  available  for 
public  disclosure.  Such  summaries 
usually  combine  both  factual  informa¬ 
tion  and  conclusions  and  policy  recom¬ 
mendations.  The  underlying  documents 
on  which  the  summary  is  based  are  all 
available  for  public  disclosure.  The  courts 
have  recently  ruled  that^uch  summaries 
are  therefore  exempt  from  disclosure 
pursuant  to  the  internal  memorandum 
exemption.  “Montrose  Chemical  Corp.  v. 
Train,”  491  F.2d  63  (D.C.  Cir.  1974) . 

102.  Weekly  reports  are  prepared  by 
Food  and  Drug  Administration  field 
offices  for  submission  to  the  Executive 
Director  for  Regional  Operations  in 
Washington.  Requests  have  been  made 
for  such  reports. 

The  Commissioner  advises  that  such 
reports  are  internal  memoranda  that  are 
explicitly  exempt  from  disclosure  under 
the  Freedom  of  Information  Act.  Al¬ 
though  they  contain  some  factual  infor¬ 
mation  that  may  be  disclosable,  they  also 
contain  conclusions  and  recommenda¬ 
tions  relating  to  policy  that  are  not  dis¬ 
closable. 

The  Commissioner  advises  that,  in 
order  to  promote  free  and  open  discus¬ 
sion  between  field  personnel  and  head¬ 
quarters,  it  is  not  feasible  to  make  these 
reports  available  for  public  disclosure  on 
a  routine  basis.  The  factual  information 
contained  in  any  specific  report  may  well 
be  available  for  public  disclosure  if  It 
does  not  otherwise  fall  within  an  exemp¬ 
tion  from  the  Freedom  of  Information 
Act,  and  the  Commissioner  will  also  con¬ 
sider  release  of  any  specific  report  on  a 
discretionary  basis  if  good  cause  is  shown 
for  such  release. 


Clearly  Unwarranted  Invasions  or 
Personal  Privacy 

103.  A  comment  wanted  to  know  the 
exemption  to  the  Freedom  of  Informa¬ 
tion  Act  upon  which  the  deletion  of 
names  from  records  is  based.  The  com¬ 
ment  stated  that  names  or  identifying 
characteristics  may  be  deleted  from 
“personnel  and  medical  files”  only  if  dis¬ 
closure  would  produce  a  “clearly  unwar¬ 
ranted  invasion  of  privacy.”  Whether  or 
not  an  invasion  of  privacy  is  clearly  un¬ 
warranted  must  be  decided  on  a  case-by- 
case  basis.  “Getman  v.  NLRB,”  450  F.2d 
670  (D.C.  Cir.  1971)  was  cited  for  tho 
proposition  that  an  agency  must  “bal¬ 
ance  the  right  of  privacy  of  affected  indi¬ 
viduals  against  the  right  of  the  public 
to  be  informed,  and  the  statutory  lan¬ 
guage  ‘clearly  unwarranted’  Instructs 
[an  agency]  to  tilt  the  balance  in  favor 
of  disclosure”,  450  F.2d  at  674. 

The  Commissioner  advises  that  he 
bases  the  deletion  of  names  upon  both 
the  privacy  exemption  under  the  Free¬ 
dom  of  Information  Act  and  general 
principles  pertaining  to  the  right  to 
privacy  under  common  law  and  the  Con¬ 
stitution.  The  Freedom  of  information 
Act  exempts  from  disclosure  all  medical 
and  personnel  files,  and  all  similar  files 
the  disclosure  of  which  is  a  clearly  un¬ 
warranted  invasion  of  personal  privacy. 
The  agency  has  concluded  that  the  re¬ 
lease  of  any  names  contained  in  a  medi¬ 
cal  file  is  clearly  unwarranted,  except  in 
extraordinary  circumstances.  A  possible 
exception  to  this  general  conclusion 
might  arise  if  an  issue  of  fraud  were  to 
be  involved.  Similarly,  names  of  individ¬ 
uals  involved  in  criminal  investigations 
will  be  deleted  if  no  criminal  charges  are 
brought,  in  order  to  prevent  unfair  accu¬ 
sations. 

104.  Many  questions  have  been  asked 
about  the  relationship  between  proposed 
S  4.31  and  the  related  provisions  in  pro¬ 
posed  S  4.26(f) .  It  was  contended  that 
they  are  to  some  extent  inconsistent  or. 
in  any  event,  require  clarification,  since 
proposed  5  4.31  provided  for  public  dis¬ 
closure  of  the  identity  of  any  person  who 
writes  to  the  Food  and  Drug  Adminis¬ 
tration  and  proposed  §  4.26(f)  provided 
for  deletion  of  the  name  of  the  person 
reporting  adverse  reaction  and  com¬ 
plaint  information. 

The  Commissioner  agrees  that  these 
two  provisions  aequire  clarification,  and 
appropriate  modifications  have  been 
made  in  the  final  regulations.  The  Com¬ 
missioner  advises  that,  pursuant  to 
§  4.111(c)  (3)  (i)  of  the  final  regulations, 
all  consumer  letters  and  other  communi¬ 
cations  received  from  lay  persons,  which 
relate  to  their  own  personal  complaints, 
will  be  made  public  after  deletion  of 
names  and  other  identifying  informa¬ 
tion,  in  order  to  protect  their  privacy. 
With  respect  to  complaints  received 
voluntarily  from  third  parties,  usually 
health  professionals,  i.e.,  doctors,  nurses, 
pharmacists,  and  so  forth,  relating  to 
such  matters  as  adverse  reactions  they 
have  observed,  and  which  thus  relate  to 
complaints  made  on  behalf  of  other  per¬ 
sons,  the  Commissioner  concludes  on  the 
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basis  of  the  longstanding  experience  of 
the  Food  and  Drug  Administration  that 
it  is  essential  to  pledge  that  all  identify¬ 
ing  information  will  be  deleted  prior  to 
public  disclosure,  and  S  4.111(c)  (3)  (ill) 
so  provides.  If  such  a  pledge  is  not  made, 
the  possibility  of  persuading  health  pro¬ 
fessionals  voluntarily  to  submit  impor¬ 
tant  adverse  reaction  information  on 
marketed  products  to  the  Food  and  Drug 
Administration  is  substantially  dimin¬ 
ished,  and  indeed  perhaps  wholly  de¬ 
stroyed.  Such  information  is  important 
to  the  Food  and  Drug  Administration 
and  to  the  public,  since  it  may  well  lead 
to  action  by  the  Food  and  Drug  Admin¬ 
istration  designed  to  protect  the  public 
health.  Accordingly,  the  Commissioner 
concludes  that  deletion  of  all  such  iden¬ 
tifying  information  from  such  reports 
prior  to  release  to  the  public  is  fully 
within  the  intent  of  the  personal  privacy 
and  confidential  commercial  information 
exemptions. 

105.  Comments  stated  that,  even 
though  a  specific  request  for  confiden¬ 
tiality  may  not  be  made,  consumer  com¬ 
plaint  letters  may  contain  documents 
which  are  per  se  confidential.  Some  com¬ 
plaints  cofitain  medical  records  which 
were  obtained  by  a  patient’s  written  re¬ 
lease  to  doctors  or  hospitals.  Such  medi¬ 
cal  records  may  be  confidential  or  such 
medical  release  may  imply  the  confiden¬ 
tiality  of  the  entire  complaint.  Release 
of  medical  records  of  complainants  may 
violate  the  doctor-patient  relationship  of 
confidentiality.  The  comments  pointed 
out  that  the  Freedom  of  Information 
Act  exempts  medical  files  of  government 
employees  from  disclosure,  and  urged 
that  this  same  privilege  be  extended  to 
all  letters  containing  such  material 
which  are  submitted  to  the  Food  and 
Drug  Administration. 

The  Commissioner  advises  that  such 
medical  records  are  seldom  enclosed  with 
a  consumer  complaint.  However,  if  the 
Food  Drug  Administration  receives 
medical  records  of  a  complainant,  they 
will  be  held  as  confidential  even  if  the 
complainant  makes  no  specific  request 
for  confidentiality,  except  that  they  may 
be  disclosed  to  the  complainant. 

106.  Comments  on  various  provisions 
in  the  proposed  regulations  contended 
that  manufacturer  and  product  names 
should  be  accorded  the  same  treatment 
as  individual  names.  It  was  urged  that 
corporations  be  permitted  to  require  the 
Food  and  Drug  Administration  to  keep 
their  identity  confidential  if  they  sub¬ 
mitted  a  particular  piece  of  information 
voluntarily.  Comments  requested  that 
the  requirement  of  a  showing  of  "ex¬ 
traordinary  circumstances”  for  nondis¬ 
closure  of  corporate  names  be  deleted. 
Other  comments  argued,  however,  that 
a  manufacturer  should  never  be  per¬ 
mitted  to  make  a  showing  of  "extraor¬ 
dinary  circumstances”  to  justify  nondis¬ 
closure  of  his  identity. 

The  Commissioner  concludes  that  the 
same  treatment  should  not  be  given  to 
corporate  and  product  names  as  to  in¬ 
dividual  names.  The  right  to  privacy  ap¬ 
plies  only  to  Individuals.  If  a  corporation 
requests  presubmission  review  of  infor¬ 


mation  it  wishes  to  submit  voluntarily 
pursuant  to  8  4.44,  and  makes  a  claim  of 
confidentiality  for  the  manufacturer  or 
brand  name  which  is  rejected  by  the 
Food  and  Drug  Administration,  the  corp¬ 
oration  has  the  option  of  withdrawing 
that  information. 

The  Commissioner  concludes  that  the 
final  regulations  properly  provide  for  a 
showing  in  a  particular  Instance  that  a 
manufacturer  or  product  name  consti¬ 
tutes  confidential  commercial  informa¬ 
tion  and  thus,  under  f  4.61,  is  properly 
deleted  from  a  record  before  it  is  made 
available  for  public  disclosure. 

107.  Comments  contended  that  the 
name  of  the  investigator  in  a  test  or  re¬ 
search  project  should  be  deleted  where 
the  report  of  the  test  or  project  is  other¬ 
wise  disclosable,  in  order  to  prevent  a 
clearly  unwarranted  invasion  of  his  per¬ 
sonal  privacy. 

The  Commissioner  does  not  agree  with 
this  comment.  The  Investigator  is  the 
person  who  is  responsible  for  conducting 
the  test  or  study.  Names  of  investigators 
are  customarily  published  in  the  scien¬ 
tific  literature  with  a  summary  of  their 
work,  and  an  investigator’s  curriculum 
vitae  customarily  refers  to  the  research 
projects  in  which  he  has  participated. 
Accordingly,  the  Commissioner  concludes 
that  disclosure  of  the  name  of  the  in¬ 
vestigator  on  a  particular  project  is 
neither  a  clearly  unwarranted  invasion 
of  personal  privacy  nor  confidential  com¬ 
mercial  information. 

108.  Questions  have  arisen  as  to 
whether  the  Food  and  Drug  Administra¬ 
tion  will  divulge  all  agency  records  re¬ 
lating  to  a  specifically  named  individual, 
without  that  individual’s  consent. 

The  Commissioner  advises  that  any 
such  request  is  regarded  as  a  clearly  un¬ 
warranted  invasion  of  personal  privacy. 
A  "fishing  expedition”  of  this  type  will 
therefore  not  be  permitted.  In  the  event 
that  a  specific  record  relating  to  a  spe¬ 
cific  Individual  is  requested,  it  will  be 
released  in  accordance  with  the  various 
provisions  established  in  the  final  regu¬ 
lations. 

109.  Comments  suggested  that  8  4.31 
(b)  of  the  proposed  regulations,  which 
stated  that  the  identity  of  patients 
should  not  be  disclosed  in  IND  and  NDA 
submissions,  more  properly  belongs  in 
other  portions  of  Food  and  Drug  Ad¬ 
ministration  regulations. 

The  Commissioner  concurs  that  this 
provision  should  be  added  to  other  Food 
and  Drug  Administration  regulations, 
but  believes  that  the  principle  should 
also  be  stated  in  Part  4.  Accordingly, 
8  4.63(b)  of  the  final  regulations  states 
this  policy  in  general  terms. 

Investigatory  Records  Compiled  for 
Law  Enforcement  Purposes 

110.  The  proposed  §  4.32,  dealing  with 
investigatory  records,  has  been  redesig¬ 
nated  as  8  4.64  in  the  final  regulations. 

The  Commissioner  notes  that  a  num¬ 
ber  of  comments  and  questions  specifi¬ 
cally  directed  to  8  1.6(c)  of  the  regula¬ 
tions,  dealing  with  section  305  hearing 
records,  are  also  generally  applicable  to 
other  investigatory  records  compiled  by 


the  Food  and  Drug  Administration  for 
law  enforcement  purposes.  Accordingly, 
the  conclusions  of  the  Commissioner 
stated  in  this  preamble  are  equally  ap¬ 
plicable  to  8  4.64  of  the  final  regula¬ 
tions,  and  appropriate  conforming  modi¬ 
fications  have  been  made  in  8  4.64. 

111.  Numerous  questions  have  been 
raised  with  respect  to  specific  documents 
that  will  or  will  not  be  made  available 
pursuant  to  the  investigatory  records 
exemption. 

Each  of  the  specific  types  of  letters, 
reports,  forms,  worksheets,  and  other 
documents  prepared  or  used  by  the  Food 
and  Drug  Administration  in  the  course 
of  its  regulatory  activities  has  been  re¬ 
viewed  in  detail  by  the  Commissioner, 
in  light  of  the  exemption  for  investi¬ 
gatory  records.  The  proposed  regulations 
published  in  May  1972  took  a  very  open 
disclosure  policy,  and  provided  for  dis¬ 
closure  even  where  the  law  permitted  re¬ 
tention  of  records  as  confidential.  Imple¬ 
mentation  of  that  proposal  during  the 
past  2  years  has  demonstrated  that  even 
greater  disclosure  would  not  harm  the 
regulatory  activities  of  the  agency.  Ac¬ 
cordingly,  the  Commissioner  has  con¬ 
cluded  that  the  final  regulations  should 
continue  the  broad  disclosure  policy  re¬ 
flected  in  the  proposal,  and  indeed  should 
provide  even  greater  release  of  such  in¬ 
formation.  Thus,  as  discussed  in  relation 
to  8  4.101,  all  records  relating  to  admin¬ 
istrative  enforcement  action  will  be  re¬ 
leased  even  though  they  may  also  be  part 
of  an  investigatory  file. 

The  sole  exception  to  this  rule  applies 
where  the  possibility  of  criminal  prose¬ 
cution  is  under  active  consideration.  As 
discussed  above  in  this  preamble,  con¬ 
siderations  of  interference  with  enforce¬ 
ment  proceedings  and  the  right  of  an 
Individual  to  a  fair  trial  and  an  impar¬ 
tial  adjudication  lead  the  Commissioner 
to  conclude  that  section  305  hearing  rec¬ 
ords  should  not  be  released  until  the  mat¬ 
ter  is  closed.  These  same  considerations 
apply  to  all  investigatory  records  per¬ 
taining  to  a  matter  that  is  under  active 
review  with  respect  to  possible  criminal 
prosecution. 

TTiis  exception  only  applies,  however, 
with  respect  to  such  records  while  crim¬ 
inal  prosecutiop  is  under  active  and  cur¬ 
rent  consideration.  The  Commissioner 
recognizes  that  any  records  in  any  file 
within  the  Food  and  Drug  Administra¬ 
tion  may  at  some  point  lead  to,  or  become 
part  of,  a  criminal  prosecution.  This  is 
plainly  an  insufficient  justification  for 
retaining  all  such  material  as  confiden¬ 
tial.  Thus,  it  is  fully  anticipated  that  in 
some  instances  investigatory  records  will 
-  be  released  before  any  serious  considera¬ 
tion  of  criminal  prosecution  even  though 
criminal  prosecution  is  later  considered 
and  in  fact  instituted.  The  Commissioner 
concludes  that  this  anomaly  cannot  be 
avoided  if  there  is  to  be  a  policy  in  favor 
of  the  greatest  possible  disclosure  of  in¬ 
formation  to  the  public.  The  Commis¬ 
sioner  believes  that  any  disruption  of 
enforcement  proceedings  by  adherence  to 
this  policy  will  be  Insubstantial,  and  that 
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there  will  be  no  adverse  impact  what¬ 
ever  on  the  right  to  fair  trial  and  impar¬ 
tial  adjudication. 

The  Commissioner  has  also  considered 
these  matters  in  light  of  the  revision  of 
the  investigatory  records  exemption  con¬ 
tained  in  the  Freedom  of  Information 
Act  amendments.  It  is  the  Commission¬ 
er’s  conclusion  that  the  final  regulations 
fully  meet  the  standards  set  out  in  that 
revision  and  thus  that  the  regulations 
do  not  require  further  change. 

112.  Comments  contended  that  the 
release  of  investigatory  records  after  a 
matter  is  closed  is  directly  contrary  to 
the  Food  and  Drug  Administration’s 
prior  position  as  expressed  in  Mamana, 
“FDA’s  Obligations  Under  The  1966  Pub¬ 
lic  Information  Act,”  FDA  Papers,  Sept. 
1967  at  page  18: 

It  Is  also  reasonable  to  conclude  that  the 
Indiscriminate  distribution  of  FDA  investi¬ 
gative  flies  to  the  public  would  result  in  a 
carte  blanche  interpretation  of  the  facts  con¬ 
tained  in  such  flies.  This  would  not  be  in 
keeping  with  the  principles  of  fair  play  and 
justice  to  those  regulated. 

The  Commissioner  advises  that,  since 
the  publication  of  that  article,  there  has 
been  a  reevaluation  of  the  release  of  such 
information  to  the  public.  Whether  or 
not  to  claim  a  particular  exemption  is 
discretionary  and,  in  this  instance,  the 
agency  has  exercised  its  discretion  in 
favor  of  greater  disclosure.  Experience 
during  the  past  2  years  has  demonstrated 
that  this  will  not  jeopardize  the  agency’s 
law  enforcement  efforts.  The  Commis¬ 
sioner  therefore  concludes  that  dis¬ 
closure  of  this  material  is  entirely  proper. 

113.  A  comment  contended  that,  in 
order  to  justify  the  use  of  the  investi¬ 
gatory  records  exemption,  there  must  be 
a  concrete  prospect  of  enforcement  pro¬ 
ceedings,  citing  “Bristol-Myers  v.  FTC,” 
424  F.  2d  935  (D.C.  Cir.  1970).  It  was 
urged  that,  after  an  inspection  has  been 
made,  the  Food  and  Drug  Administra¬ 
tion  should  have  3  months  to  decide 
whether  or  not  to  institute  proceedings. 
If  a  decision  is  made  not  to  institute  pro¬ 
ceedings  or  if  no  decision  is  made  within 
3  months,  the  files  should  be  opened.  The 
comment  stated  that  the  5-year  statute 
of  limitations  would  destroy  all  attempts 
to  examine  or  understand  Food  and  Drug 
Administration  compliance  activities 
within  the  last  5  years,  which  is  clearly 
not  the  intent  of  the  Freedom  of  Infor¬ 
mation  Act. 

The  Commissioner  concludes  that  it  is 
appropriate  to  establish  internal  guide¬ 
lines  for  determining  when  a  matter  is 
“closed.”  No  arbitrary  time  period  can 
properly  be  established.  In  very  few,  if 
any,  instances  will  disclosure  of  investi¬ 
gatory  records  be  delayed  until  the 
statute  of  limitations  runs.  A  decision  on 
action  is  normally  made  within  the  Food 
and  Drug  Administration  within  a  rela¬ 
tively  short  period  of  time.  Only  where  a 
decision  is  made  to  take  legal  action  and 
the  action  results  in  protracted  prepara¬ 
tion  or  litigation  will  the  matter  nor¬ 
mally  remain  open  for  any  lengthy  period 
of  time. 

The  Commissioner  advises  that  inves¬ 
tigatory  records  will  be  available  as  soon 


as  the  decision  is  made  not  to  take  action 
on  the  specific  matter  involved  in  that 
record.  To  make  this  intent  clearer,  $  4.64 
has  been  revised  to  replace  the  word 
“file”  with  the  word  “record.”  This  is 
consistent  with  the  Freedom  of  Infor¬ 
mation  Act  amendments,  which  make 
the  same  change  in  the  statutory  lan¬ 
guage.  Thus,  although  a  Food  and  Drug 
Administration  file  remains  open  on  a 
continuous  basis,  and  records  on  which 
no  action  has  been  taken  in  the  past  may 
well  be  the  subject  of  future  action  where 
there  is  a  continuing  problem,  individual 
records  will  be  released  at  the  earliest 
possible  moment. 

The  Commissioner  advises  that,  except 
in  unusual  circumstances,  a  record  will 
be  considered  closed  following: 

1.  Inspection,  when: 

a.  The  report,  as  endorsed  by  the  su¬ 
pervisor,  shows  either  no  action  is  indi¬ 
cated  (NAI) ,  or  in  compliance  (IC) ,  and 
there  are  no  samples  in  the  process  of 
being  analyzed  which  are  related  to  the 
inspection.  If  samples  are  being  analyzed, 
the  file  remains  open  until  the  samples 
are  determined  to  be  not  actionable 
(NAI) . 

b.  The  report  is  endorsed  as  voluntary 
action  indicated  (VAI),  and  a  subse¬ 
quent  decision  is  made  by  higher  review 
authority  that  no  action  will  be  taken 
(NAI). 

Note:  The  Issuance  of  a  letter  to  the  com¬ 
pany  has  no  bearing  on  the  status  of  the 
matter. 

2.  Sample  collection,  when: 

a.  The  district  office  concludes  the 
sample  is  not  actionable  (NAI) ,  whether 
or  not  the  sample  was  analyzed. 

b.  A  decision  is  made  by  higher  review 
authority  that  the  sample  is  not  action¬ 
able  (NAI) ,  based  on  the  sample  results. 

c.  Any  legal  action  involving  the 
sample  is  completed. 

Note:  Results  of  analyses  or  worksheets 
shall  be  given  to  a  firm  on  request  and  thus 
are  available  to  the  public  on  request. 

3.  Regulatory  letter,  when: 

A  response  has  been  received  which  has 
been  verified  to  show  the  violations  were 
corrected,  and  no  further  action  is 
contemplated. 

Note:  The  regulatory  letter  Itself  and  any 
correspondence  relating  to  it  or  documents 
given  to  the  company  are  available  to  the 
public  as  soon  as  they  are  issued. 

4.  Seizure,  when: 

a.  A  decision  is  made  not  to  forward 
the  case  to  a  United  States  attorney 
(PA). 

b.  A  final  decision  is  made  by  the  De¬ 
partment  of  Justice  not  to  file  the  case. 

c.  The  seizure  has  been  adjudicated, 
time  for  appeal  has  passed,  and  no 
further  action  (criminal  or  civil)  is  con¬ 
templated  using  that  sample.  This  co¬ 
incides  with  permanent  abeyance  (PA) 
of  the  case. 

Note:  Court  papers  filed  In  connection 
with  a  seizure  are  available  to  the  public 
when  filed,  unless  directed  otherwise  by  the 
court. 


5.  Section  305  citation,  when: 

A  final  agency  decision  has  been  made 
to  seek  no  further  action  on  the  matter 
(PA) .  If  further  review  of  the  matter  is 
requested,  the  matter  remains  open  until 
a  decision  is  made  by  the  reviewing  office 
to  close  the  case  with  no  further  action. 

If  prosecution  is  sought,  the  matter  re¬ 
mains  open  until  that  action  is 
concluded. 

Note:  Providing  a  copy  of  the  memoran¬ 
dum  prepared  by  the  Food  and  Drug  Admin¬ 
istration  summarizing  the  hearing  to  the 
citee  or  his  attorney,  to  assure  the  accuracy 
of  the  record,  does  not  require  release  of 
that  memorandum  to  the  public. 

6.  Prosecution,  when: 

a.  A  decision  is  made  not  to  forward 
the  case  to  a  United  States  attorney 
(PA). 

b.  A  final  decision  is  made  by  the  De¬ 
partment  of  Justice  not  to  file  the  case. 

c.  The  case  is  adjudicated  and  time 
for  appeal  is  past. 

Note:  Court  papers  filed  in  connection 
with  a  prosecution  are  available  to  the  pub¬ 
lic  when  filed,  unless  directed  otherwise 
by  the  court. 

7.  Injunction,  when: 

a.  A  decision  is  made  not  to  forward 
the  case  to  a  United  States  attorney 
(PA). 

b.  A  final  decision  is  made  by  the  De¬ 
partment  of  Justice  not  to  file  the  case. 

c.  The  case  is  adjudicated  and  time  for 
appeal  is  past. 

Note:  Court  papers  filed  in  connection 
with  an  injunction  are  available  to  the  pub¬ 
lic  when  filed,  unless  directed  otherwise  by 
the  court. 

8.  Recall,  when : 

A  decision  has  been  made  not  to  pursue 
criminal  or  civil  action,  based  on  the 
recall.  This  may  be  some  time  after  the 
recall  is  completed,  or  shortly  after  it 
begins.  The  point  is  reached  whenever 
the  decision  is  made. 

Note:  Information  on  each  recall  is  im¬ 
mediately  released  to  the  press,  specific  press 
releases  may  be  issued  on  certain  recalls,  and 
all  correspondence  with  the  firm  is  available 
to  the  public  upon  request. 

9.  Imports,  when: 

a.  A  refusal  of  entry  has  been  issued. 
The  fact  of  detention  is  public  informa¬ 
tion  as  soon  as  the  detention  is  made,  but 
the  file  does  not  become  available  until 
after  there  is  an  opportunity  for  an  in¬ 
formal  hearing,  a  final  refusal  of  admis¬ 
sion  is  made,  and  all  litigation  is 
concluded. 

b.  The  product  has  been  released  into 
commerce. 

Limitations  on  Exemptions 

114.  A  number  of  the  regulations  in  the 
May  1972  proposal  relate  to  limitations 
on  the  exemptions  from  the  Freedom  of 
Information  Act,  i.e.,  exceptions  to  the 
usual  rules  of  nondisclosure. 

The  Commissioner  concludes  that  these 
limitations  should  properly  be  grouped 
together  in  a  separate  new  Subpart  E 
of  Part  4,  for  purposes  of  clarity. 
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Applicability  of  Limitations  on 
Exemptions 

115.  Comments  requested  clarification 
on  the  extent  to  which  a  record  that  is 
ordinarily  exempt  from  public  disclosure 
could  nonetheless  be  disclosed  by  the 
Pood  and  Drug  Administration  to  limited 
categories  of  persons  without  invoking 
the  rule  that  a  record  must  be  available 
to  all  members  of  the  public  if  it  is 
available  to  anyone. 

The  Commissioner  advises  that  the 
Freedom  of  Information  Act  specifically 
recognizes  certain  categories  of  persons 
and  situations  where  a  record  may  be 
disclosed  without  making  it  generally 
available  to  all  members  of  the  public. 
Section  4.80  sets  out  those  circumstances 
where  disclosure  of  a  record  will  and  will 
not  require  general  disclosure  to  the  pub¬ 
lic.  For  example,  when  the  Commissioner 
concludes  to  exercise  his  discretion  pur¬ 
suant  to  §  4.82  to  disclose  an  internal 
memorandum  that  he  would  otherwise  be 
authorized  to  withhold  from  disclosure, 
that  record  must  be  available  to  any 
member  of  the  public  who  requests  it. 
If  the  Commissioner  discloses  that  in¬ 
ternal  memorandum  to  Congress  or  to 
another  Federal  agency,  however,  dis¬ 
closure  to  the  public  is  not  required. 

Data  and  Information  Previously 
Disclosed  to  the  Public 

116.  Section  4.28  of  the  proposed  regu¬ 
lations,  which  provided  that  data  and 
information  previously  made  available  to 
the  public  will  not  be  regarded  as  con¬ 
fidential  by  the  Food  and  Drug  Adminis¬ 
tration,  has  been  redesignated  as  §  4.81 
in  the  final  regulations. 

A  number  of  comments  stated  that  the 
proposal  was  too  restrictive  and  indi¬ 
cated  that  there  may  be  situations  in 
which  trade  secret  information  is 
furnished  in  confidence  to  individuals 
other  than  employees  or  paid  con¬ 
sultants,  e.g.,  confidential  disclosures  to 
clinical  investigators  or  to  potential  or 
actual  licensees,  or  during  discovery,  or 
to  other  government  agencies,  or  to 
health  authorities  outside  the  United 
States.  It  was  suggested  that  the  ap¬ 
plicant  himself  may  have  received  the  in¬ 
formation  under  contract  from  a  third 
party.  It  was  further  suggested  that  the 
provision  be  revised  to  contain  the  fol¬ 
lowing  language : 

For  purposes  of  these  regulations,  such 
data  and  information  will  not  be  deemed  to 
have  been  disclosed  to  the  public  if  it  is  dis¬ 
closed  by  the  owner  thereof  on  a  confidential 
basis  and  with  appropriate  restrictions  on  its 
disclosure  or  use. 

The  Commissioner  agrees  that  there 
may  be  other  legal  arrangements  between 
business  associates  under  which  such  dis¬ 
closure  of  trade  secrets  is  entirely  ap¬ 
propriate  and  would  not  destroy  the  con¬ 
fidentiality  of  the  information  involved. 
Section  4.81  of  the  final  regulations  so 
provides.  Disclosure  to  a  limited  number 
of  unpaid  consultants  solely  for  purposes 
of  the  consultation  involved  is  specifically 
permitted. 

117.  Comments  stated  that  the  me- 


has  been  prior  public  disclosure  of  a  sub¬ 
mission  are  unclear.  It  was  suggested 
that  a  statement  be  required,  subject  to 
the  False  Reports  to  the  Government 
Act  (18  U.S.C.  1001),  for  all  information 
previously  submitted. 

The  Commissioner  concludes  that  a 
statement  with  respect  to  prior  disclosure 
will  be  requested  only  when  the  Pood 
and  Drug  Administration  concludes  that 
the  issue  is  relevant  to  a  question  of  dis¬ 
closure.  It  would  not  be  feasible  to  require 
such  a  statement  for  all  information  pre¬ 
viously  submitted  to  the  agency,  and  any 
such  requirement  would  be  wasteful  be¬ 
cause  much  of  the  previously  submitted 
information  is  unlikely  ever  to  be  re¬ 
quested. 

118.  A  comment  contended  that  the 
policy  as  stated  in  the  preamble  seems 
more  restrictive  than  as  stated  in  the 
proposed  regulation,  i.e.,  the  preamble 
refers  to  disclosure  by  the  manufacturer, 
while  the  proposed  regulation  refers  to 
disclosure  by  “any  person.” 

The  Commissioner  advises  that  lawful 
disclosure  to  the  public  by  any  person  is 
sufficient  to  destroy  the  confidentiality 
of  the  information.  Disclosure  of  ma¬ 
terial  only  in  an  unlawful  way,  e.g., 
stolen  material,  will  not  destroy  its  con¬ 
fidentiality. 

119.  A  question  was  raised  as  to  what 
was  meant  by  “public  disclosure.”  It  was 
suggested  that  the  disclosure  in  a  scien¬ 
tific  article  of  the  product  formula  should 
not  be  equated  with  the  manufacturing 
process  information  and  quantitative 
formula  submitted  to  the  Food  and  Drug 
Administration.  Refinement  of  a  manu¬ 
facturing  process  to  the  point  where  it 
produces  a  drug  of  high  quality  is  a 
process  more  costly  and  exacting  than 
required  to  prepare  new  components 
which  are  described  in  scientific  litera¬ 
ture. 

The  Commissioner  advises  that  public 
disclosure  is  any  lawful  disclosure  out¬ 
side  of  the  company  and  its  consultants. 
Any  information  that  has  appeared  in  a 
published  article  has  been  publicly  dis¬ 
closed.  However,  such  publication  con¬ 
stitutes  public  disclosure  only  of  the  in¬ 
formation  that  appears  in  the  article.  If 
only  the  product  formula  appears,  only 
the  product  formula  has  been  disclosed. 

120.  Questions  have  been  raised  as  to 
whether  disclosure  in  litigation  is  suffi¬ 
cient  to  break  the  trade  secret  status  of 
data  and  information. 

The  Commissioner  concludes  that  such 
disclosure  would  break  the  trade  secret 
status  of  the  material  unless  it  were  dis¬ 
closed  to  the  court  in  camera  or  pursuant 
to  a  protective  order  or  only  to  defense 
counsel. 

121.  Questions  were  raised  in  com¬ 
ments  as  to  whether  the  confidential 
status  of  a  trade  secret  will  be  broken  if 
the  information  involved  has  been  given 
to  licensees,  to  Federal  or  State  agencies 
or  foreign  governments  for  regulatory 
purposes,  or  to  business  associates  under 
con  tract. 


is  given  to  a  member  of  the  public  with¬ 
out  any  arrangement  of  this  type  that 
confidentiality  can  no  longer  be  claimed. 

The  Commissioner  specifically  rejects 
the  suggestion  that  trade  secret  material 
should  not  lose  its  confidential  status  if 
it  is  divulged  to  any  member  of  the  pub¬ 
lic  pursuant  to  any  type  of  “confidenti¬ 
ality  agreement.”  This  loose  wording 
would  permit,  for  example,  a  manufac¬ 
turer  to  disseminate  any  information  he 
wishes  on  a  widespread  basis,  simply 
through  stating  in  his  letters  that  receipt 
of  the  information  constitutes  agreement 
that  it  will  be  retained  as  confidential. 
The  Commissioner  concludes  that  the 
trade  secret  laws  cannot  properly  be  con¬ 
strued  this  broadly. 

122.  A  comment  asked  whether,  in  a 
situation  where  the  composition  of  a  new 
packaging  material  and  process  has  been 
published  in  a  patent,  but  the  patent  does 
not  reveal  the  detailed  commercial  proc¬ 
ess,  the  Food  and  Drug  Administration 
would  conclude  that  the  detailed  com¬ 
mercial  process  had  been  previously  dis¬ 
closed,  and  thus  would  release  it  to  the 
public. 

The  Commissioner  advises  that  the 
Pood  and  Drug  Administration  will  find 
a  previous  disclosure  of  information  only 
to  the  extent  that  such  information  has 
actually  been  disclosed.  In  the  instance 
cited  in  the  comment,  if  the  commercial 
process  has  not  in  fact  been  published  in 
the  patent  or  elsewhere,  there  has  not 
been  prior  disclosure  and  the  Food  and 
Drug  Administration  will  not  release  the 
information. 

123.  In  one  instance  during  the  past  2 
years,  the  Food  and  Drug  Administration 
denied  a  consumer’s  request  for  release 
of  the  identity  of  the  color  used  in  a  drug 
when  the  company  affected  informed  the 
agency  that  it  had  not  previously  made 
this  information  available  to  the  public. 
Shortly  thereafter,  when  a  physician  re¬ 
quested  the  same  information  from  the 
company,  it  was  given  to  him.  The  Food 
and  Drug  Administration  then  released 
the  information  to  the  consumer  who 
had  originally  requested  it. 

The  Commissioner  concludes  that  it 
is  Important  to  emphasize  to  companies 
who  request  trade  secret  status  of  data 
or  information  submitted  to  the  Food 
and  Drug  Administration  that  any 
statements  made  with  respect  to  the  lack 
of  prior  release  to  the  public  are  sub¬ 
ject  to  the  False  Reports  to  the  Govern¬ 
ment  Act.  Accordingly,  all  communica¬ 
tions  with  firms  with  respect  to  this  type 
of  issue  in  the  future  will  contain  a 
statement  to  that  effect. 

Discretionary  Disclosure  by  the 
Commissioner 

124.  The  exemptions  from  public  dis¬ 
closure  under  the  Freedom  of  Informa¬ 
tion  Act  are  discretionary,  not  manda¬ 
tory.  Numerous  occasions  have  arisen  in 
the  past  2  years  where  the  Commissioner 
has  concluded  that  documents  exempt 
from  public  disclosure  under  the  Freer 
dom  of  Information  Act  should  none¬ 
theless  be  made  available  to  the  public. 


The  Commissioner  advises  that,  under 
all  the  situations  described  above,  the 

confidentiality  of  the  information  will  be  Accordingly,  the  Commissioner  has 
chanlcs  for  determining  whether  there  retained.  It  is  only  when  the  information  concluded  that  new  S  4.82  should  be 
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added  to  the  final  regulations  to  author¬ 
ize  the  discretionary  release  of  docu¬ 
ments  which  could  lawfully  be  held  as 
confidential  under  the  Freedom  of  In¬ 
formation  Act,  where  the  Commissioner 
concludes  that  such  release  would  be  in 
the  public  interest,  and  where  such  re¬ 
lease  is  not  otherwise  prohibited  by  law. 

125.  Comments  contended  that  the 
purpose  of  the  Freedom  of  Information 
Act  was  to  make  the  operations  of  Fed¬ 
eral  agencies  more  available  to  public 
scrutiny  without  subjecting  information 
derived  from  private  sources  to  un¬ 
warranted  disclosure.  Comments  argued 
that  the  proposed  regulations  published 
in  May  1972  released  most  information 
supplied  by  industry  without  releasing 
internal  Food  and  Drug  Administration 
memoranda. 

The  Commissioner  advises  that  the 
congressional  intent  was  to  permit 
greater  public  scrutiny  of  Federal  agency 
operations  and  the  data  and  informa¬ 
tion  on  which  those  agencies  base  their 
decisions.  Even  though  internal  agency 
memoranda  are  explicitly  exempt  from 
disclosure  under  the  law,  the  final  regu¬ 
lations  provide  for  discretionary  release 
of  such  information  whenever  the  Com¬ 
missioner  concludes  that  it  will  not  hin¬ 
der  agency  operations  and  is  in  the  pub¬ 
lic  interest. 

126.  Questions  have  arisen  as  to 
whether  the  Commissioner  may,  in  his 
discretion,  release  trade  secret  informa¬ 
tion. 

The  Commissioner  advises,  for  the  rea¬ 
sons  set  out  elsewhere  in  this  preamble, 
that  he  has  no  discretion  to  release  trade 
secret  information.  All  records  subject 
to  the  trade  secrets  exemption  from  the 
Freedom  of  Information  Act  are  pro¬ 
hibited  from  public  disclosure  pursuant 
to  18  U.S.C.  1905  and  21  U.S.C.  331(j). 
These  prohibitions  are  enforceable  by 
criminal  sanctions.  Accordingly,  new 
§  4.82  does  not  permit  discretionary  re¬ 
lease  of  such  material. 

127.  Questions  have  also  arisen  with 
respect  to  the  discretionary  release  of 
names  of  individuals  where  .that  would 
constitute  a  clearly  unwarranted  inva¬ 
sion  of  privacy. 

The  Commissioner  regards  the  right  to 
privacy  as  a  fundamental  principle  of  law 
and  ethics.  Accordingly,  new  §  4.82  pro¬ 
hibits  dicretionary  release  of  any  infor¬ 
mation  that  falls  within  the  personal 
privacy  exemption. 

128.  Questions  have  arisen  as  to 
whether  the  written  comments  of  a  spe¬ 
cial  government  employee  sent  to  the 
agency  with  respect  to  proposed  regula¬ 
tions  published  in  the  Federal  Register 
will  be  made  public  by  filing  them  with 
the  Hearing  Clerk  of  the  Food  and  Drug 
Administration,  along  with  all  other 
comments  on  the  proposal. 

The  Commissioner  concludes  that  any 
such  written  comments  are  properly  filed 
with  the  bearing  Clerk.  Similarly,  any 
written  comments  by  other  governmen¬ 
tal  agencies  are  also  properly  filed  with 
the  Hearing  Clerk.  The  Commissioner 
concludes  that,  although  these  comments 
could  be  retained  as  confidential  pur¬ 
suant  to  the  exemption  for  inter-  and 


intra-agency  memoranda,  the  policy  of 
developing  a  full  public  record  for  deci¬ 
sion  on  proposed  regulations  should  be 
paramount.  Accordingly,  the  Commis¬ 
sioner  concludes  that  he  will  exercise  his 
discretionary  authority  by  placing  all  . 
such  documents  on  public  display  in  the 
office  of  the  Hearing  Clerk. 

129.  Concern  has  been  expressed  that, 
if  the  Commissioner  exercises  his  dis¬ 
cretion  to  release  certain  types  of  docu¬ 
ments  even  though  they  properly  fall 
within  an  exemption  from  the  Freedom 
of  Information  Act,  e.g.,  internal  memo¬ 
randa,  this  may  be  regarded  as  precedent 
that  will  require  the  disclosure  of  all 
similar  documents  in  the  future. 

The  Commissioner  advises  that  dis¬ 
cretionary  release  of  some  documents 
does  not  require  disclosure  of  all  similar 
documents.  Such  a  conclusion  would  be 
counter-productive,  because  it  would  re¬ 
quire  rigid  adherence  to  the  statutory 
exemptions,  and  less  disclosure  of  in¬ 
formation  to  the  public,  contrary  to  the 
intent  of  the  Freedom  of  Information 
Act.  A  new  provision  has  been  added  to 
§  4.82  of  the  final  regulations  to  state  this 
policy. 

Disclosure  Pursuant  to  Court  Order 

130.  Comments  pointed  out  that  the 
Food  and  Drug  Administration  cannot 
guarantee  confidentiality  for  any  record, 
since  a  court  may  conclude  that  the  in¬ 
formation  is  subject  to  public  disclosure. 

The  Commissioner  concurs  with  this 
comment.  Accordingly,  new  §  4.83  states 
that  a  determination  of  confidentiality 
by  the  Food  and  Drug  Administration 
pursuant  to  §  4.44,  or  indeed  pursuant  to 
any  provision  in  these  final  regulations 
which  states  that  a  particular  record  is 
exempt  from  public  disclosure,  means 
that  the  Food  and  Drug  Administration 
will  make  the  record  available  for  public 
disclosure  only  if  ordered  by  a  court. 

Disclosure  to  Consultants,  Advisory 

Committees,  State  and  Local  Govern¬ 
ment  Officials  Commissioned  Pursu¬ 
ant  to  21  U.S.C.  372(a),  and  Other 

Special  Government  Employees 

131.  Section  4.30  of  the  proposed  regu¬ 
lations  published  in  May  1972,  which 
states  that  confidential  documents  may 
be  disclosed  to  special  government  em¬ 
ployees  without  disclosing  them  to  all 
members  of  the  public,  is  redesignated  as 
§  4.84  in  the  final  regulations. 

A  comment  stated  that  disclosure  to 
consultants  and  advisory  committees 
should  be  made  pursuant  to  a  “confiden¬ 
tiality  agreement”  to  insure  that  the 
recipients  of  such  information  are  aware 
that  the  data  must  be  treated  on  a  con¬ 
fidential  basis. 

The  Commissioner  agrees  with  this 
comment.  Sections  4.80(c)  and  4.84  of 
the  regulations  provide  that  all  govern¬ 
ment  employees  and  special  government 
employees  to  whom  such  records  are  dis¬ 
closed  shall  be  subject  to  the  same  re¬ 
strictions  as  Food  and  Drug  Administra¬ 
tion  employees  with  respect  to  their 
disclosure. 

132.  In  preparing  for  court  cases,  the 
Food  and  Drug  Administration  often 


consults  with  potential  witnesses  and,  in 
the  course  of  such  discussion,  may  dis¬ 
close  internal  information  not  previously 
disclosed  to  the  general  public.  Ques¬ 
tions  have  arisen  as  to  whether  such  dis¬ 
closure  triggers  the  requirement  that 
such  information  also  be  made  available 
for  public  disclosure  to  any  other  person 
who  requests  it. 

The  Commissioner  concludes  that  con¬ 
sultation  with  potential  witnesses  in 
preparation  for  litigation,  whether  it  be 
in  a  court  or  in  an  administrative  heai  - 
ing,  does  not  fall  within  the  rule  that 
disclosure  to  one  member  of  the  public 
requires  disclosure  to  all.  Although  these 
potential  witnesses  are  not  always  spe¬ 
cial  government  employees,  they  are 
government  consultants  for  purposes  of 
the  litigation,  and  thus  such  consultation 
falls  within  the  exception  established  in 
§  4.64  of  the  regulations  for  investigatory 
records  for  law  enforcement  purposes. 

133.  Comments  stated  that  the  Food 
and  Drug  Administration  should  clarify 
the  conditions  under  which  correspond¬ 
ence  and  summaries  of  calls  and  meet¬ 
ings  with  special  government  employees 
are  not  disclosable.  It  was  suggested  that 
there  be  disclosure  unless  the  communi¬ 
cation  relates  only  and  specifically  to 
matters  (a)  upon  which  special  employ¬ 
ees  are  consulting  or  advising  and  (b) 
which  are  encompassed  within  the  scope 
of  their  duties  as  special  government 
employees.' 

The  Commissioner  agrees  with  this 
comment,  and  §  4.84  has  been  revised 
accordingly.  To  the  extent  to  which  a 
communication  by  or  to  a  special  govern¬ 
ment  employee  is  not  a  communication 
by  or  to  him  in  that  capacity,  such  a 
communication  is  not  covered  by  the 
inter-  or  intra-agency  memorandum  ex¬ 
emption,  and  is  available  for  disclosure. 

134.  Questions  have  arisen  with  re¬ 
spect  to  release  of  data  and  information 
to  contractors  that  is  exempt  from  pub¬ 
lic  disclosure. 

The  Commissioner  concludes  that, 
since  contractors  are  not  special  govern¬ 
ment  employees,  they  stand  in  the  same 
position  as  any  other  member  of  the 
public  and  are  not  subject  to  the  provi¬ 
sions  in  §  4.84  of  the  final  regulations. 

Disclosure  to  Other  Federal  Govern¬ 
ment  Departments  and  Agencies 

135.  Questions  have  arisen  about  the 
disclosure  of  information  contained  in 
Food  and  Drug  Administration  files  to 
other  Federal  government  departments 
and  agencies. 

The  Commissioner  concludes  that  all 
data  and  information  contained  in  Food 
and  Drug  Administration  files  may  prop¬ 
erly  be  disclosed  to  other  Federal  govern¬ 
ment  departments  and  agencies,  without 
regard  to  the  statutory  exemptions,  or  to 
triggering  the  necessity  for  releasing  the 
information  to  the  public  generally,  ex¬ 
cept  for  records  subject  to  the  confiden¬ 
tiality  provisions  contained  in  section 
301  (j)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C.  331(j)).  Thus, 
for  example,  preliminary  results  of  scien¬ 
tific  testing  may  be  exchanged  by  govern¬ 
ment  agencies  so  that  they  will  be  kept 


FEDERAL  REGISTER,  VOL  39,  NO.  248— TUESDAY,  DECEMBER  24,  1974 


44620 


RULES  AND  REGULATIONS 


informed  of  new  developments  and  can 
prepare  for  any  appropriate  action  prior 
to  release  to  the  public  of  the  full  results 
in  a  final  report. 

Section  301(j)  explicitly  provides  that 
the  material  it  covers  may  only  be  dis¬ 
closed  within  the  Department  of  Health, 
Education,  and  Welfare,  or  to  the  courts 
when  relevant  in  any  judicial  proceeding. 
This  limitation  is  contained  in  new  §  4.85. 
Where  another  Federal  government 
agency  has  concurrent  jurisdiction  over  a 
matter,  however,  and  thus  also  has  legal 
authority  to  obtain  and  review  material 
covered  by  section  301  (j),  the  Pood  and 
Drug  Administration  may  share  such 
material  directly  with  that  other  agency 
rather  than  requiring  the  other  agency 
to  obtain  it  from  the  original  source.  This 
situation  occurs,  for  example,  as  a  result 
of  the  joint  jurisdiction  of  the  Food  and 
Drug  Administration  and  the  Environ¬ 
mental  Protection  Agency  over  pesticides 
that  are  also  new  animal  drugs. 

136.  Concern  has  been  expressed  that, 
if  the  Food  and  Drug  Administration 
makes  available  to  other  government 
agencies  information  that  is  exempt  from 
public  disclosure,  those  other  agencies 
may  disclose  the  information  contrary 
to  a  pledge  of  confidentiality  given  by 
the  Food  and  Drug  Administration  in 
writing  or  in  these  final  regulations. 

The  Commissioner  advises  that  any 
data  or  information  furnished  to  other 
government  agencies  that  is  not  dis- 
closable  to  the  general  public  will  be 
furnished  only  pursuant  to  an  agree¬ 
ment  that  the  information  will  be  held 
in  confidence.  If  no  such  assurance  can 
be  given,  the  data  or  information  will 
not  be  furnished.  Section  4.85  of  the  final 
regulations  so  provides. 

Disclosure  in  Administrative  or  Court 
Proceedings 

137.  No  comments  were  received  on  the 
provision  in  the  proposed  regulations 
which  stated  that  data  and  information 
exempt  from  public  disclosure  may 
nevertheless  be  revealed  in  administra¬ 
tive  or  court  proceedings. 

The  Commissioner  concludes  that  this 
provision  should  be  retained  in  the  final 
regulations  under  8  4.86.  The  Food  and 
Drug  Administration  will,  where  some 
disclosure  is  necessary,  take  whatever 
action  is  reasonable  to  reduce  such 
disclosure  to  the  minimum  necessary  un¬ 
der  the  circumstances. 

Disclosure  to  Congress 

138.  The  Freedom  of  Information  Act 
explicitly  provides  that  the  exemptions 
are  “not  authority  to  withhold  informa¬ 
tion  from  Congress"  (5  U.S.C.  552(c)). 

The  rules  of  Congress  provide  that 
the  House  of  Representatives  and  the 
Senate  act  through  their  committees 
and  subcommittees.  Accordingly,  a  re¬ 
quest  from  Congress  for  records,  i.e., 
from  the  chairman  of  a  committee  or 
subcommittee,  acting  on  behalf  of  that 
committee  or  subcommittee,  falls  with¬ 
in  the  provision  set  out  in  5  U.S.C.  552 
(c)  and  thus  is  not  subject  to  the  ex¬ 
emptions  from  disclosure.  A  request  for 
records  from  an  individual  member  of 


Congress,  on  his  own  behalf  or  on  behalf 
of  any  constituent,  is  subject  to  all  the 
requirements  applicable  to  a  request  for 
records  by  a  member  of  the  public,  in¬ 
cluding  the  usual  exemptions  and  fees. 
See  “EPA  v.  Mink,"  410  U.S.  73  (1973) ; 
“Aspin  v.  Department  of  Defense,”  491 
F.2d  24  (D.C.  Cir.  1973).  A  new  8  4.87 
has  been  added  to  the  final  regulations 
to  state  this  policy. 

139.  A  question  has  arisen  as  to 
whether  the  General  Accounting  Office 
is  within  the  provision  contained  in  5 
U.S.C.  552(c)  which  states  that  the  ex¬ 
emptions  from  disclosure  under  the 
Freedom  of  Information  Act  do  not 
apply  to  “Congress”. 

The  Commissioner  concludes  that, 
since  GAO  was  established  by  an  act 
of  Congress  with  powers  to  investigate 
agencies  of  the  executive  branch,  it  is 
within  the  exception  set  out  in  5  U.S.C. 
552(c)  and  thus  stands  on  the  same  foot¬ 
ing  as  congressional  committees  and 
subcommittees. 

140.  Concern  has  been  expressed  that 
information  exempt  from  public  dis¬ 
closure  pursuant  to  the  Freedom  of  In¬ 
formation  Act  must  nonetheless  be  dis¬ 
closed  to  Congress,  and  that  there  is  no 
statutory  provision  prohibiting  Congress 
from  disclosing  such  information.  In 
particular,  it  has  been  pointed  out  that 
some  years  ago  a  congressional  commit¬ 
tee  obtained  from  the  Food  and  Drug 
Administration  adverse  reaction  infor¬ 
mation  which  it  subsequently  published 
as  part  of  the  record  of  a  hearing  with¬ 
out  deletion  of  the  patient  or  physician 
names  or  other  identifying  information. 
As  a  result,  physicians  have  expressed 
reluctance  to  supply  such  information  to 
the  Pood  and  Drug  Administration. 

The  Commissioner  concurs  that  the 
law  presently  does  not  prohibit  release 
by  Congress  of  confidential  information 
obtained  from  the  Food  and  Drug  Ad¬ 
ministration  which  is  otherwise  exempt 
from  public  disclosure.  However,  the 
Commissioner  knows  of  no  instance 
other  than  the  one  mentioned  above  in 
which  this  has  happened.  In  that  spe¬ 
cific  instance,  no  damage  resulted  from 
the  disclosure.  In  discussions  with  con¬ 
gressional  staff  members,  the  Food  and 
Drug  Administration  has  been  advised 
that  the  single  incident  mentioned  above 
was  an  aberration  that  will  be  guarded 
against  in  the  future.  The  Commissioner 
therefore  concludes  that  disclosures  of 
this  type  are  extremely  unlikely. 

Communications  With  State  and  Local 
Government  Officials 

141.  Section  702(a)  of  the  act  (21 
U.S.C.  372(a))  authorizes  the  Food  and 
Drug  Administration  to  commission  any 
health,  food,  or  drug  officers  or  employee 
of  any  State,  Territory,  or  political  sub¬ 
division  to  act  as  an  officer  of  the  Food 
and  Drug  Administration  in  conducting 
examinations  and  investigations  for  pur¬ 
poses  of  enforcement  of  the  act.  Pur¬ 
suant  to  this  provision,  the  Food  and 
Drug  Administration  has  commissioned 
a  number  of  State  and  local  officials  to 
help  enforce  the  law.  In  addition,  sec¬ 
tions  301  and  311  of  the  Public  Health 


Service  Act  (42  U.S.C.  241  and  243)  en¬ 
courage  cooperative  efforts  between 
State  and  local  officials  and  the  Food  and 
Drug  Administration  in  regulatory  activ¬ 
ities.  Indeed,  the  effectiveness  of  the 
Food  and  Drug  Administration  is  fre¬ 
quently  dependent  upon  the  cooperation 
of  such  State  and  local  officials. 

The  Commissioner  concludes  that  all 
information  exchanged  between  the  Food 
and  Drug  Administration  and  a  commis¬ 
sioned  State  or  local  official  or  a  State  or 
local  official  under  contract  with  the 
Food  and  Drug  Administration  to  con¬ 
duct  law  enforcement  work  is  exempt 
from  disclosure  under  the  Freedom  of 
Information  Act  pursuant  to  the  intra¬ 
agency  memoranda  and  investigatory 
records  exemptions.  Such  information 
will  be  subject  to  discretionary  release 
by  the  Commissioner,  however,  pursuant 
to  the  principles  established  in  these  new 
regulations,  after  consultation  with  the 
State  or  local  official  involved. 

Information  supplied  to  the  Food  and 
Drug  Administration  by  a  State  or  local 
official  who  is  not  commissioned  pur¬ 
suant  to  section  702(a)  of  the  act,  or 
supplied  by  the  Food  and  Drug  Admin¬ 
istration  to  such  a  State  or  local  official, 
presents  a  somewhat  different  issue.  A 
large  amount  of  this  information  con¬ 
sists  of  investigatory  records  that  are 
supplied  by  or  to  State  and  local  officials 
on  the  understanding  that  they  will  be 
retained  as  confidential  and  will  not  be 
disclosed.  The  Commissioner  concludes 
that  material  of  this  kind  obtained  by 
the  Food  and  Drug  Administration  in 
accordance  with  such  an  understanding 
with  State  and  local  officials  will  be  re¬ 
tained  as  confidential,  on  the  grounds 
that  disclosure  would  interfere  with  en¬ 
forcement  proceedings,  would  disclose 
the  identity  of  a  confidential  source,  and 
would  disclose  investigative  techniques 
and  procedures.  Similarly,  disclosure  of 
information  of  this  type  to  State  or  local 
officials  will  not  require  release  of  the 
information  to  the  public.  The  Food  and 
Drug  Administration  has  no  authority 
to  require  that  State  and  local  officials 
furnish  this  information  to  it.  This  ex¬ 
change  of  information  is  important  to 
the  regulatory  activities  of  the  agency. 
Accordingly,  the  Commissioner  con¬ 
cludes  that  retention  of  this  information 
as  confidential  is  fully  within  the  intent 
of  the  investigatory  records  exemption. 
Similarly,  trade  secrets  disclosed  to  the 
Food  and  Drug  Administration  by  a  State 
or  local  government  official  will  also  be 
retained  as  confidential. 

A  new  §  4.88  has  been  added  to  the 
regulations  to  reflect  this  policy. 

Communications  With  Foreign 
Government  Officials 

142.  A  number  of  comments  raised 
questions  about  the  status  of  foreign  gov¬ 
ernments  under  the  proposed  regula¬ 
tions.  Specific  instances  have  arisen  in 
which  a  counterpart  agency  in  a  foreign 
country  has  offered  data  or  information 
to  the  Food  and  Drug  Administration 
on  a  confidential  basis,  or  the  Food  and 
Drug  Administration  has  wished  to  make 
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data  or  Information  available  to  the  for¬ 
eign  government  without  making  It 
available  to  the  general  public  at  that 
time.  In  all  Instances  these  matters  have 
related  to  pending  regulatory  matters 
and  the  communications  have  repre¬ 
sented  an  attempt  to  coordinate  action 
on  an  International  level. 

The  Commissioner  notes  that  there  is 
no  specific  exemption  relating  to  com¬ 
munications  with  foreign  governments 
under  the  Freedom  of  Information  Act, 
except  for  classified  material  relating  to 
national  defense  or  foreign  policy.  The 
investigatory  records  exemption  does 
recognize,  however,  that  documents  re¬ 
lating  to  current  regulatory  issues  may 
properly  be  retained  as  confidential  dur¬ 
ing  the  period  necessary  to  ensure  that 
enforcement  activities  are  not  disrupted. 
The  Commissioner  concludes  that  most, 
if  not  all,  communications  with  foreign 
governments  relating  to  pending  reg¬ 
ulatory  matters  properly  fall  within  this 
exemption.  Once  the  pending  action  is  in 
fact  taken,  however,  such  communica¬ 
tions  and  Information  would  ordinarily 
become  available  for  public  disclosure, 
except  where  the  foreign  nation  specifi¬ 
cally  requires  that  the  information  in¬ 
volved  be  retained  as  confidential  for  a 
longer  period  of  time. 

The  Commissioner  emphasizes  the  im¬ 
portance  of  maintaining  good  working 
relationships  with  counterpart  agencies 
throughout  the  world  both  to  sound  di¬ 
plomatic  relations  with  foreign  nations 
and  to  the  availability  of  important  new 
information  of  regulatory  significance. 
Such  cooperation  is  encouraged  by  sec¬ 
tions  301  and  308  of  the  Public  Health 
Service  Act  (42  U.S.C.  241  and  242f). 
Unless  regulatory  information  can  be  ex¬ 
changed  without  required  public  disclos¬ 
ure,  the  Food  and  Drug  Administration 
will  lose  its  sources  of  important  infor¬ 
mation  that  is  vital  to  protect  the  public, 
and  will  be  unable  to  disseminate  pre¬ 
liminary  information  when  it  is  first  gen¬ 
erated  within  this  country  in  order  to 
help  protect  the  public  health  through¬ 
out  the  world. 

143.  A  foreign  regulatory  agency  sug¬ 
gested  that  any  information  submitted  to 
the  Food  and  Drug  Administration  by  a 
foreign  company,  and  certified  by  a  for¬ 
eign  government  agency  as  confidential, 
should  be  held  by  the  Food  and  Drug 
Administration  as  confidential. 

The  Commissioner  concludes  that  the 
same  rules  with  respect  to  confidentiality 
apply  to  foreign  companies  as  to  domes¬ 
tic  companies  under  the  Freedom  of  In¬ 
formation  Act.  An  assertion  by  a  foreign 
government  that  information  submitted 
by  a  foreign  company  is  confidential  is 
insufficient,  under  the  Freedom  of  In¬ 
formation  Act,  to  require  nondisclosure. 

144.  A  comment  urged  that  a  special 
provision  be  added  specifically  to  retain 
as  confidential  any  information  that  Is 
submitted  to  the  Food  and  Drug  Admin¬ 
istration  by  a  foreign  government  In 
confidence  or  as  a  trade  secret.  There 
was  particular  concern  that  confiden¬ 
tial  Information  In  foreign  government 
Inspection  reports  be  automatically 


treated  as  confidential.  Article  162  of  the 
Swiss  Penal  Code  was  cited  as  subject¬ 
ing  Swiss  authorities  to  a  penalty  for 
the  disclosure  of  trade  secrets. 

The  Commissioner  advises  that  the 
Food  and  Drug  Administration  has  au¬ 
thority  to  withhold  from  disclosure  only 
information  specifically  exempt  from 
disclosure  under  the  Freedom  of  Infor¬ 
mation  Act.  The  Commissioner  believes 
that  §  4.89  reflects  the  current  law  in 
this  regard  and  will  permit  the  agency 
to  retain  in  confidence  all  trade  secret 
information  or  investigatory  files. 

145.  Questions  have  arisen  about  the 
status  of  papers  prepared  for  or  by  in¬ 
ternational  organizations,  particularly 
the  Food  and  Agriculture  Organization 
and  the  World  Health  Organization. 

The  Commissioner  notes  that  22 
U.S.C.  288a(c)  provides  that  “The 
archives  of  international  organizations 
shall  be  inviolable.”  The  Commissioner 
interprets  this  to  mean  that  the  United 
States  government  and  the  public  may 
not  obtain  Information  directly  from 
such  organizations,  i.e.,  the  Freedom  of 
Information  Act  does  not  apply  to  such 
organizations.  This  does  not  mean,  how¬ 
ever,  that  communications  from  such 
organizations  to  the  Food  and  Drug  Ad¬ 
ministration,  or  materials  prepared  by 
the  Food  and  Drug  Administration  for 
such  organizations,  are  not  subject  to 
public  disclosure  under  the  Freedom  of 
Information  Act.  The  Commissioner  con¬ 
cludes  that  Congress  has  not  granted 
special  immunity  to  such  records.  Ac¬ 
cordingly,  communications  to  and  from 
such  organizations  will  have  the  same 
status  as  documents  to  and  from  any 
other  organization. 

146.  In  particular,  a  question  has  been 
raised  about  the  availability  for  public 
disclosure  of  working  papers  prepared 
by  an  employee  of  the  Food  and  Drug 
Administration  for  the  World  Health 
Organization. 

The  Commissioner  notes  that  when 
such  working  papers  are  prepared  by 
an  employee  in  his  capacity  as  a  repre¬ 
sentative  of  the  Food  and  Drug  Admin¬ 
istration,  and  not  in  an  Individual  ca¬ 
pacity,  all  such  documents  are  properly 
available  for  public  disclosure  in  accord¬ 
ance  with  the  same  rules  that  apply  to 
all  records  contained  in  agency  files. 
However,  when  such  records  are  not  pre¬ 
pared  during  working  hours,  using  the 
facilities  of  the  Food  and  Drug  Admin¬ 
istration,  and  copies  are  not  included  In 
Food  and  Drug  Administration  files, 
they  are  not  available  for  public  dis¬ 
closure.  Accordingly,  the  status  of  such 
records  will  be  determined  by  the  spe¬ 
cific  circumstances  involved  in  each 
instance. 

Use  or  Data  or  Information  for  Ad¬ 
ministrative  or  Court  Enforcement 

Action 

147.  No  comments  were  received  on 
the  provisions  contained  in  the  proposed 
regulations  stating  that  any  data  or  in¬ 
formation  obtained  by  the  Food  and 
Drug  Administration,  by  any  means 
whatever,  may  be  used  as  the  basis  for 


taking  any  appropriate  administrative 
or  court  enforcement  action  within  its 
jurisdiction. 

The  Commissioner  concludes  that  this 
provision  should  be  retained  in  the  final 
regulations  as  S  4.90  Data  and  informa¬ 
tion  that  would  otherwise  be  exempt 
from  public  disclosure  wil!  nonetheless 
be  released  in  connection  with  such  en¬ 
forcement  action  if  necessary  to  im¬ 
plement  the  specific  actibn  involved.  For 
example,  the  Food  and  Drug  Adminis¬ 
tration  routinely  discloses  commercial 
information  about  recalled  products  that 
is  relevant  to  the  recall  but  that  would 
not  otherwise  be  disclosed.  The  Com¬ 
missioner  concludes  that,  when  enforce¬ 
ment  action  of  this  type  occurs,  such 
information  is  customarily  revealed  and 
thus  that  the  exemption  for  confidential 
commercial  information  is  no  longer 
applicable. 

Availability  of  Specific  Categories 
of  Documents 

148.  Many  of  the  sections  in  the  pro¬ 
posed  regulations  published  in  May  1972 
related  to  the  availability  of  specific 
categories  of  documents.  Some  of  these 
categories  of  documents  are  the  subject 
of  separate  regulations  published  by  the 
Food  and  Drug  Administration,  e.g.,  food 
additive  petitions  and  new  drug  applica¬ 
tions,  and  the  detailed  rules  on  the  avail¬ 
ability  of  these  types  of  documents  are 
therefore  properly  incorporated  directly 
into  those  existing  regulations.  In  many 
other  instances,  however,  there  are  no 
specific  regulations  dealing  with  the 
types  of  documents  involved,  e.g.,  agency 
correspondence  and  administrative  en¬ 
forcement  records,  and  therefore  sepa¬ 
rate  rules  are  included  in  Part  4  to  cover 
these  matters. 

The  Commissioner  concludes  that  a 
new  Subpart  F  should  be  established  in 
Part  4  to  include  all  of  these  provisions 
relating  to  specific  categories  of  docu¬ 
ments  not  dealt  with  elsewhere  in  Food 
and  Drug  Administration  regulations. 
For  convenience,  a  new  provision  in 
§  4.100(c)  is  also  included  to  cross-refer¬ 
ence  all  other  sections  in  the  act  relating 
to  the  availability  of  documents  not 
specifically  dealt  with  in  Subpart  F  of 
Part  4. 

Applicability 

149.  Numerous  comments  on  the  pro¬ 
posed  regulations  published  in  May  1972 
expressed  concern  that  some  of  the  pro¬ 
visions  dealing  with  specific  categories 
of  records  did  not  directly  incorporate 
all  of  the  exemptions  from  disclosure. 

The  Commissioner  advises  that  each 
of  the  exemptions  from  disclosure  set 
out  in  Subpart  D  of  Part  4  is  applicable 
to  each  of  the  specific  categories  of  rec¬ 
ords  for  which  a  provision  is  established 
in  Subpart  F  of  Part  4  or  elsewhere  In 
Food  and  Drug  Administration  regula¬ 
tions.  Both  §5  4.60  and  4.100  state  tills 
policy. 

150.  Provisions  in  other  parts  of  the 
Food  and  Drug  Administration  regula¬ 
tions  also  establish  rules  governing  the 
availability  for  public  disclosure  of  spe¬ 
cific  categories  of  records. 
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For  ready  reference,  new  S  4.100(e) 
lists  all  of  the  other  Food  and  Drag 
Administration  regulations  relating  to 
public  disclosure  of  records.  Additions  to 
this  list  will  be  made  when  the  new  pro¬ 
cedural  regulations  are  published,  and 
when  other  regulations  are  published 
by  the  Food  and  Drug  Administration 
setting  out  rules  on  the  availability  of 
specific  records  for  public  disclosure. 

Administrative  Enforcement  Records 

151.  Section  4.21  of  the  proposed  reg¬ 
ulations,  which  made  available  for  pub¬ 
lic  disclosure  records  of  all  Informal  ad¬ 
ministrative  enforcement  action,  has 
been  redesignated  as  8  4.101  in  the  final 
regulations. 

As  with  8  1.6(c),  a  number  of  com¬ 
ments  expressed  concern  about  “trial  by 
newspaper”  as  a  result  of  release  of  In¬ 
formal  enforcement  action  records.  It 
was  stated  that  there  was  a  great  poten¬ 
tial  for  an  imbalanced  and  distorted 
view  since  not  all  information  bearing 
on  the  alleged  or  suspected  violation 
would  necessarily  be  in  the  files,  e.g., 
Information  concerning  the  severity  of 
the  violation  and  the  extent  of  Its  oc¬ 
currence.  A  Food  and  Drug  Administra¬ 
tion  employee’s  notes  were  characterized 
as  subjective  and  just  one  Individual’s 
opinion.  It  was  suggested  that  items  In 
a  Food  and  Drug  Administration  employ¬ 
ee’s  report  might  be  incorrect,  and  that 
the  company,  to  protect  against  such 
possibilities,  should  be  given  the  oppor¬ 
tunity  to  review  the  file  and  explain  it 
before  it  is  released  to  the  «public.  It 
was  argued  that  a  rebuttal  after  the  item 
had  hit  the  newspapers  was  too  late.  A 
denial  after  disclosure  could  not  repair 
the  damage  already  done  to  a  business 
reputation.  It  was  also  suggested  that, 
If  the  agency  disclosed  warning  letters 
and  other  requests  for  corrective  action. 
It  should  also  make  public  a  balanced 
presentation  of  the  facts,  including  the 
fact,  if  such  is  the  case,  that  an  alleged 
violation  is  minor  or  technical. 

The  Commissioner  concludes  that 
these  comments  are  not  persuasive,  and 
that  all  records  of  administrative  en¬ 
forcement  action  disclosed  to  any  per¬ 
son  will  be  made  available  to  the  public. 
If  accepted,  the  logic  of  the  comments 
summarized  above  would  require  holding 
the  pleadings  in  all  court  actions  confi¬ 
dential  until  the  matter  was  finally  con¬ 
cluded,  as  well  as  all  administrative  ac¬ 
tions.  The  Commissioner  concludes  that 
the  approach  suggested  in  the  comments 
Is  in  complete  disregard  of  the  intent  of 
Congress  as  expressed  in  the  Freedom 
of  Information  Act.  See  “Wellford  v. 
Hardin,”  444  F.2d.  21  (4th  Cir.  1971). 

The  Commissioner  also  concludes  that 
It  is  not  feasible  to  furnish  requested 
material  to  an  affected  person  for  re¬ 
view,  prior  to  disclosing  it  to  the  public, 
nor  is  this  required  by  law.  Such  a  pro¬ 
cedure  would  substantially  reduce  the 
availability  of  information  to  the  pub¬ 
lic,  contrary  to  the  Freedom  of  Informa¬ 
tion  Act. 

152.  Questions  have  been  raised  on  the 
difference  between  “informal”  and  “for¬ 
mal”  enforcement  action. 


The  Commissioner  concludes  that  the 
term  "informal”  should  be  replaced  by 
the  term  “administrative,”  in  order  to 
clarify  the  Intent  of  this  section.  All 
administrative  enforcement  action  will 
be  governed  by  this  section  regardless 
whether  it  is  considered  informal  or 
formal  in  nature. 

153.  Many  comments  cited  the  prob¬ 
ability  of  an  adverse  effect  upon  a  com¬ 
pany’s  desire  to  cooperate  with  the  Food 
and  Drug  Administration  if  all  such  cor¬ 
respondence  and  reports  are  released  to 
the  public.  Several  stressed  the  impor¬ 
tance  of  industry  cooperation  in  order 
for  the  Food  and  Drug  Administration 
effectively  to  regulate  the  industry.  One 
suggested  that  the  provision  might 
interfere  with  -  voluntary  compliance, 
since  cooperation  might,  in  the  public’s 
eye,  Indicate  guilt.  There  would  be,  It 
was  stated,  a  tendency  to  resist  and 
litigate  rather  than  accept  “trial  by 
newspaper.”  It  was  suggested  that  manu¬ 
facturers  who  previously  fully  cooperated 
in  an  inspection  situation  would  attempt 
to  use  section  704  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  against  the  Food 
and  Drug  Administration  employee  by 
questioning  the  “reasonableness”  of  in¬ 
spections  and  permitting  nothing  beyond 
the  letter  of  the  law. 

The  Commissioner  concludes,  on  the 
basis  of  experience  in  the  2  years  dur¬ 
ing  which  the  provision  has  been  im¬ 
plemented,  that  the  fears  expressed  in 
the  comments  are  wholly  unfounded. 
There  has  been  no  adverse  Impact  upon 
the  cooperation  of  the  regulated  Indus¬ 
try  in  complying  with  Food  and  Drug 
Administration  requirements. 

154.  One  comment  argued  that  a 
policy  of  nondisclosure  should  apply  as 
much  to  informal  enforcement  com¬ 
munications  as  it  does  to  intra-  and  In¬ 
teragency  communications  since  indus¬ 
try  has  the  same  right  as  the  agency  not 
to  “operate  in  a  fishbowl.” 

The  Commissioner  notes  that  the 
Freedom  of  Information  Act  specifically 
exempts  Intra-  and  interagency  com¬ 
munications.  The  disclosure  of  com¬ 
munications  between  the  Food  and  Drug 
Administration  and  industry  does  not  in 
any  way  require  industry  to  disclose  its 
own  internal  decisionmaking  process. 

155.  Questions  have  been  raised  about 
the  status  of  lists  of  observations  left  by 
a  Food  and  Drug  Administration  em¬ 
ployee  upon  completion  of  a  factory  in¬ 
spection,  setting  forth  observations  on 
violative  conditions,  pursuant  to  section 
704(b)  of  the  act.  These  reports  are 
made  on  Forms  FD-483  and,  for  drugs, 
FD-2275. 

The  Commissioner  concludes  that 
these  are  in  the  nature  of  warning  let¬ 
ters  and,  since  they  are  provided  to  the 
company  involved,  are  also  properly  pro¬ 
vided  to  any  other  person  who  requests 
them.  Even  though  these  reports  of  ob¬ 
servations  may  form  a  part  of  an 
investigatory  file,  the  Commissioner  con¬ 
cludes  that  their  routine  release  will  not 
interfere  with  enforcement  proceedings 
or  impede  a  fair  trial  or  an  impartial 
adjudication  because  there  are  several 
thousand  of  them  every  year  and,  un¬ 


like  section  305  hearing  files,  thtey  are 
not  closely  related  to  possible  criminal 
prosecution  in  most  cases.  Such  reports 
have  been  released  routinely  upon  re¬ 
quest  during  the  past  2  years  without 
prejudice  to  the  agency’s  regulatory  ac¬ 
tivities. 

156.  Similar  questions  have  been  raised 
with  respect  to  the  status  of  the  estab¬ 
lishment  Inspection  report  (EIR)  pre¬ 
pared  by  a  Food  and  Drug  Administra¬ 
tion  employee  after  an  inspection.  The 
EIR  is  retained  only  in  Food  and  Drug 
Administration  files,  and  is  not  sent  to 
the  establishment  or  any  other  person. 

The  Commissioner  concludes  that  the 
EIR  is  properly  retained  as  confidential 
until  the  matter  is  closed,  since  it  is  both 
an  Intra-agency  memorandum  and  part 
of  an  investigatory  file.  Unlike  the  inf  or-  * 
mation  in  Forms  FD-483  and  FD-2275, 
the  EIR  contains  personal  conclusions 
and  recommendations  for  consideration 
only  within  the  Food  and  Drug  Adminis¬ 
tration,  and  is  not  disclosed  to  anyone 
outside  the  agency  except  other  author¬ 
ized  governmental  officials.  It  is  not  a 
simple  factual  list  of  observations,  but 
rather  a  much  longer  description  of  con¬ 
ditions  observed  and  conclusions  and  rec¬ 
ommendations  with  respect  to  those 
observations.  The  Commissioner  con¬ 
cludes  that  routine  release  of  the  EIR 
before  the  matter  is  closed  would  inter¬ 
fere  with  normal  enforcement  activities 
and  could  have  an  adverse  impact  on  a 
fair  trial  and  an  impartial  adjudication. 
In  specific  situations,  an  EIR  may  be  re¬ 
leased  by  the  Commissioner  as  an  exer¬ 
cise  of  his  discretion  pursuant  to  8  4.82. 

The  list  of  the  Food  and  Drug  Admin¬ 
istration  employee’s  observations  on  vio¬ 
lative  conditions,  given  to  the  responsible 
company  official  upon  completion  of  the 
inspection  on  Forms  FD-483  or  FD-2275, 
contains  at  least  part  of  the  Information 
subsequently  incorporated  in  the  EIR. 
Accordingly,  the  Commissioner  concludes 
that  the  Food  and  Drug  Administration 
will  respond  to  any  request  for  a  non- 
disclosable  EIR  with  an  offer  to  furnish 
a  Form  FD-483  or  FD-2275  covering  the 
same  inspection. 

157.  In  some  instances,  a  Food  and 
Drug  Administration  employee  will  dis¬ 
cuss  matters  with  a  firm  during  or  at 
the  conclusion  of  the  inspection,  and  will 
subsequently  note  those  and  perhaps 
other  matters  in  the  EIR.  Questions  have 
arisen  as  to  whether  this  requires  that 
the  EIR  be  made  available  for  public 
disclosure. 

The  Commissioner  concludes  that  an 
oral  discussion  of  matters  subsequently 
reduced  to  writing  in  an  EIR  does  not  re¬ 
quire  that  the  EIR  be  made  available  for 
public  disclosure.  If  any  part  of  the  EIR 
is  subsequently  disclosed  to  the  firm  or 
any  member  of  the  public,  however,  the 
same  portion  of  the  EIR  must  then  be 
made  available  to  anyone  who  requests  it, 
except  for  appropriate  deletions  for  ex¬ 
empt  material. 

158.  It  is  common  practice  for  a  repre¬ 
sentative  of  the  Food  and  Drug  Admin¬ 
istration  to  write  a  high  official  in  a 
company  to  bring  to  his  personal  atten¬ 
tion  any  violation  of  the  law  that  may 
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have  been  observed  during  a  factory 
inspection  and  reported  in  an  EUR. 

In  accordance  with  the  Commissioner's 
conclusion  that  all  correspondence  with 
any  person  outside  the  Federal  govern¬ 
ment  is  properly  made  public,  all  such 
postinspection  correspondence  will  be 
made  publicly  available  upon  request. 
Such  letters  are  in  the  nature  of  warn¬ 
ings  pursuant  to  section  306  of  the  act, 
and  may  well  be  in  lieu  of  seizure.  See 
“Wellford  v.  Hardin,”  444  F.2d  21  (4th 
Cir.  1971).  Such  letters  have  been  re¬ 
leased  publicly  for  the  past  2  years 
without  disruption  of  the  activities  of 
the  agency. 

159.  In  many  instances,  the  Food  and 
Drug  Administration  issues  a  formal 
regulatory  letter  pursuant  to  section  306 
of  the  act,  stating  that  appropriate  court 
action  will  be  undertaken  if  specified  vio¬ 
lations  of  the  act  are  not  corrected. 

The  Commissioner  concludes  that  all 
regulatory  letters,  and  all  followup  cor¬ 
respondence  relating  to  such  letters,  will 
be  made  publicly  available  upon  their 
issuance.  These  letters  constitute  admin¬ 
istrative  enforcement  action  by  the 
agency  and  should  be  subject  to  the 
same  disclosure  principles  as  court  en¬ 
forcement  action. 

The  Commissioner  concludes  that  a 
copy  of  each  regulatory  letter  will  be 
filed  in  the  Food  and  Drug  Administra¬ 
tion  Public  Records  and  Documents  Cen¬ 
ter,  for  public  review.  Additional  corre¬ 
spondence  and  memoranda  relating  to 
such  letters  will  be  available  upon  re¬ 
quest.  Thus,  regulatory  letters  will  be 
handled  in  the  same  way  as  court  actions 
filed  by  the  agency.  All  regulatory  letters 
issued  by  the  agency  during  the  past  2 
years  have  been  made  publicly  available 
upon  request  without  any  adverse  conse¬ 
quences. 

160.  The  Food  and  Drug  Administra¬ 
tion  often  requests  the  recall  of  violative 
products  from  the  market  in  lieu  of 
seizure. 

The  Commissioner  concludes  that  all 
administrative  enforcement  records  re¬ 
questing  recalls  are  properly  released  to 
the  public  upon  request,  for  the  same  rea¬ 
sons  that  regulatory  letters  and  other  ad¬ 
ministrative  enforcement  records  are  the 
subject  of  public  disclosure.  The  Com¬ 
missioner  believes  that  all  regulatory 
action  taken  by  the  agency,  whether 
of  an  administrative  or  of  a  court  nature, 
must  be  subject  to  public  scrutiny 
and  public  accountability.  In  releasing 
records  on  recalls,  however,  the  Commis¬ 
sioner  will  delete  any  confidential  com¬ 
mercial  information  that  may  be  includ¬ 
ed.  For  example,  a  list  of  customers  of  a 
particular  company  and  sales  demogra¬ 
phy  data  are  customarily  regarded  as 
confidential  commercial  information,  and 
will  not  be  disclosed  to  the  public. 

161.  A  number  of  comments  noted  the 
absence  in  proposed  S  4.21  of  a  specific 
exemption  for  trade  secret  or  confiden¬ 
tial  Information  and  indicated  that  such 
an  exemption  should  be  added. 

As  S  4.100(a)  makes  clear,  each  exemp¬ 
tion  from  the  Freedom  erf  Information 
Act,  including  the  exemption  for  trade 


secret  and  confidential  commercial  in¬ 
formation,  applies  to  all  records  released 
by  the  agency.  The  Commissioner  con¬ 
cludes  that  it  is  impractiai  to  mention 
each  exemption  in  each  section  of  the 
regulations. 

162.  Comments  suggested  that  some  of 
the  information  covered  by  this  section 
would  also  be  covered  by  the  section  on 
the  investigatory  records  exemption. 

The  Commissioner  concludes  that 
there  is  no  overlap  between  these  sec¬ 
tions.  The  investigatory  records  exemp¬ 
tion  in  §  4.64  is  explicitly  limited  only 
to  data  and  information  obtained  by  the 
Food  and  Drug  Administration,  retained 
solely  in  its  files,  and  not  shown  to  anyone 
outside  the  agency.  Thus,  8  4.64  covers  no 
communications  with  an  affected  person 
or  company,  such  as  the  observations  left 
by  a  Food  and  Drug  Administration  em¬ 
ployee  or  product  analyses  furnished  to 
a  company.  Section  4.64  covers  only  the 
Food  and  Drug  Administration’s  own  in¬ 
vestigatory  reports  which  are  not  made 
available  outside  the  agency,  such  as  an 
EIR  or  any  other  internal  report,  as  well 
as  information  contained  in  section  305 
hearing  records  and  other  investigatory 
reports  relating  to  an  active  and  current 
criminal  investigation.  The  provisions  of 
§§  4.64  and  4.101  have  been  revised  to 
clarify  this  policy. 

163.  A  number  of  requests  have  been 
made  for  “action  levels”  used  by  the 
agency  in  determining  when  it  will  in¬ 
stitute  administrative  or  court  enforce¬ 
ment  action  against  a  product  for  viola¬ 
tion  of  the  law. 

The  Commissioner  advises  that  all  such 
action  levels  have,  to  the  best  of  his 
knowledge,  now  been  made  public.  The 
action  levels  for  natural  or  unavoidable 
defects  in  food  are  the  subject  of  8  128.10 
(21  CFR  128.10) .  Paragraph  7  of  the  pre¬ 
amble  to  the  final  order  promulgating 
that  regulation,  published  in  the  Federal 
Register  of  January  5, 1973  (38  FR  854) , 
stated  that,  when  finally  revised,  all  such 
action  levels  will  be  published  in  the 
Federal  Register  for  comment,  and  that, 
'in  the  interim,  they  would  be  available 
upon  request  from  the  office  of  the  Assist¬ 
ant  Commissioner  for  Public  Affairs,  Food 
and  Drug  Administration,  Rm.  15B-42, 
5600  Fishers  Lane,  Rockville,  MD  20852. 
Such  action  levels  are  also  available  at 
the  Food  and  Drug  Administration  Public 
Records  and  Documents  Center. 

The  Commissioner  has  recently  pro¬ 
posed  a  revision  of  Part  122  of  the  regu¬ 
lations  (21  CFR  Part  122),  published  in 
the  Federal  Register  of  December  6, 
1974  (39  FR  42738) ,  to  provide  for  pub¬ 
lication  of  all  action  levels  fortood  prod¬ 
ucts  not  included  within  8  128.10.  Al¬ 
though  the  Commissioner  recognizes  that 
this  project  will  require  a  significant 
amount  of  resources  and  cannot  be  com¬ 
pleted  in  a  short  period  of  time,  and  that 
legal  action  can  in  any  event  be  taken 
for  violation  of  the  law  without  publica¬ 
tion  of  action  levels  or  enforcement  cri¬ 
teria,  it  is  the  Commissioner’s  Intent  in 
the  future  to  publish  all  action  levels  in 
the  Federal  Register  with  time  for  com¬ 


ment,  in  order  to  codify  them  in  regula¬ 
tions. 

In  the  past,  the  Food  and  Drug  Ad¬ 
ministration  utilized  a  “tolerance  on  a 
tolerance”  under  some  limited  circum¬ 
stances.  In  these  instances,  legal  action 
would  not  be  undertaken  against  a  prod¬ 
uct  which  exceeded  the  announced  toler¬ 
ance  or  action  level  but  would  be  taken 
if  it  exceeded  the  unannounced  higher 
tolerance  or  action  level.  The  legislative 
history  of  the  Freedom  of  Information 
Act  shows  that  such  unannounced  toler¬ 
ances  may  properly  be  retained  by  an 
agency  as  confidential.  Nevertheless,  the 
Food  and  Drug  Administration  con¬ 
cluded  some  years  ago  that  all  such  un¬ 
announced  tolerances  should  be  abol¬ 
ished,  and  none  remains  in  existence 
today. 

A  determination  that  a  product  vio¬ 
lates  an  action  level  must,  of  course,  be 
made  on  the  basis  of  specified  analytical 
methodology  and  equipment.  In  many 
instances,  such  methodology  yields  vari¬ 
able  results,  and  thus  is  accurate  only 
within  a  specified  range.  In  most  in¬ 
stances,  this  variability  is  widely  known 
within  the  scientific  profession.  The 
Food  and  Drug  Administration  will  make 
available  to  the  public  upon  request  the 
amount  of  variation  recognized  by  the 
agency  in  considering  enforcement  ac¬ 
tion  based  upon  analytical  results. 

Finally,  the  Food  and  Drug  Adminis¬ 
tration  has  established  levels  above 
which  its  field  offices  may  request  legal 
action  directly  to  the  office  of  the  General 
Counsel,  rather  than  through  the  Bu¬ 
reau  compliance  offices.  Findings  below 
these  levels,  but  above  the  action  level, 
must  be  sent  to  the  Bureau  compliance 
office  and  then  forwarded  to  the  office  of 
General  Counsel.  The  Commissioner 
concludes  that  these  “direct  reference 
levels”  need  not  be  held  in  confidence 
and  may  properly  be  made  available  for 
disclosure  to  the  public. 

Court  Enforcement  Records 

164.  The  Food  and  Drug  Administra¬ 
tion  institutes  many  formal  legal  actions 
in  the  courts  every  year.  These  include 
seizures,  injunctions,  and  criminal  pros¬ 
ecutions.  The  Commissioner  concludes 
that  a  new  8  4.102  should  be  added  to  the 
final  regulations  concerning  the  availa¬ 
bility  of  documents  relating  to  these 
matters. 

All  legal  documents  filed  in  the  courts 
are  public  information.  In  order  to  make 
certain  that  accurate  copies  are  ob¬ 
tained,  copies  of  any  such  documents 
must  be  requested  directly  from  the 
courts  involved.  The  Commissioner  con¬ 
cludes,  however,  that  the  Food  and  Drug 
Administration  will  make  available  cop¬ 
ies  of  such  documents  when  it  has  a  copy 
that  can  be  determined  to  be  in  the  form 
actually  filed  in  the  court. 

165.  In  some  Instances,  legal  actions 
requested  by  the  Food  and  Drug  Ad¬ 
ministration  are  not  filed  by  a  United 
States  attorney.  Requests  have  been 
made  for  copies  of  all  such  records,  re¬ 
gardless  whether  the  action  was  or  was 
not  filed. 
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The  Commissioner  advises  that  the 
correspondence  with  the  United  States 
attorney  and  the  recommended  com¬ 
plaints  are  available  for  public  disclosure 
upon  request  In  accordance  with  the  pro¬ 
visions  of  S  4.64  Investigatory  records 
compiled  for  law  enforcement  purposes. 
Names  of  Individuals  considered  for 
criminal  prosecution  but  not  prosecuted 
will  be  deleted  from  such  material  to 
prevent  an  unwarranted  Invasion  of  per¬ 
sonal  privacy  and  unfair  accusations. 

Correspondence 

166.  As  with  §S  1.6(c)  and  4.111,  com¬ 
ments  suggested  that  disclosure  of  all 
correspondence  to  the  public  would  seri¬ 
ously  affect  communications  between  the 
Pood  and  Drug  Administration  and  in¬ 
dustry  because  of  a  reluctance  of  indus¬ 
try  to  discuss  sensitive  issues  in  a  public 
forum.  It  was  asserted  that  the  public 
interest  would  be  better  served  by  open 
communication  between  the  Food  and 
Drug  Administration  and  the  regulated 
industries. 

The  Commissioner  concludes  that 
there  is  no  reason  to  believe  that  public 
disclosure  of  correspondence  would  hin¬ 
der  the  flow  of  communications  in  any 
way.  Experience  under  this  provision 
during  the  past  2  years  has  shown  no 
difficulty  whatever.  Correspondence  be¬ 
tween  the  agency  and  nongovernmental 
—  groups  and  Individuals  outside  the 
agency  is  clearly  not  exempt  under  the 
Freedom  of  Information  Act,  except  to 
the  extent  that  portions  may  fall  within 
the  specific  exemptions  under  the  law. 

167.  Comments  expressed  concern  that 
a  specific  exemption  for  trade  secrets  and 
confidential  commercial  information  was 
not  included  in  this  provision,  since  cor¬ 
respondence  might  well  include  such 
information. 

The  Commissioner  advises  that  the  ex¬ 
emption  for  trade  secrets  and  confiden¬ 
tial  commercial  information  applies  to 
all  agency  records.  Any  exempt  material 
will  be  deleted  before  correspondence  is 
disclosed.  Sections  4.60  and  4.100  em¬ 
phasize  that  fact. 

168.  One  comment  protested  that  to 
exempt  inter-  and  intra-agency  corres- 
spondence,  but  not  correspondence  be¬ 
tween  the  agency  and  industry,  was 
“discrimination"  that  was  “ominous  In 
portent.” 

The  Commissioner  advises  that  the 
Freedom  of  Information  Act  provides  for 
the  exemption  of  inter-  and  intra-agency 
correspondence,  but  does  not  exempt  cor¬ 
respondence  between  the  agency  and  in¬ 
dustry.  Any  “discrimination”  which 
exists  was  purposely  created  by  Con¬ 
gress.  Moreover,  there  are  persuasive 
policy  reasons  for  handling  these  docu¬ 
ments  in  different  ways.  Internal  agency 
documents  reflecting  policy  deliberations 
require  confidential  handling  if  there  is 
to  be  a  full  and  frank  discussion  of  all 
alternatives  within  the  agency.  All  cor¬ 
respondence  with  the  regulated  indus¬ 
tries,  affected  professional  groups,  Con¬ 
gress,  and  the  public  must  be  disclosed, 
however,  to  permit  public  scrutiny  of  all 
of  the  information  and  views  presented 
to  the  agency  on  which  a  decision  is 


based.  Public  accountability  thus  re¬ 
quires  a  full  disclosure  of  all  such  ma¬ 
terials  except  where  specific  exemptions 
apply  and  cannot  properly  be  waived, 
e.g.,  trade  secrets  or  an  invasion  of  per¬ 
sonal  privacy. 

169.  Comments  stated  that  the  provi¬ 
sion  relating  to  disclosure  of  correspond¬ 
ence  to  or  from  “members  of  Congress” 
should  be  clarified  so  that  it  is  in  accord¬ 
ance  with  the  regulations  of  the  Depart¬ 
ment  of  Health,  Education,  and  Welfare 
which  exempts  correspondence  with  Con¬ 
gress  from  disclosure.  Comments  sug¬ 
gested  that  either  letters  to  Congress 
should  be  exempted  per  se  or  the  phrase 
“members  of  Congress”  might  be  clari¬ 
fied  to  indicate  that  the  nonexempt  cor¬ 
respondence  only  includes  that  corre¬ 
spondence  in  which  a  member  of  Con¬ 
gress  is  not  acting  in  an  official  capacity 
as  a  member  of  a  duly  authorized 
committee. 

The  Commissioner  concludes  that  any 
letters  to  or  from  a  member  of  Congress, 
as  well  as  summaries  of  oral  discussions, 
regardless  of  whether  the  member  is  act¬ 
ing  in  an  official  capacity  or  as  a  member 
of  a  duly  authorized  committee,  will  be 
available  for  public  disclosure  except  to 
the  extent  that  the  correspondence  con¬ 
tains  trade  secrets  or  other  nondisclos- 
able  information.  The  final  Department 
regulations  adopted  this  position. 

170.  Comments  stated  that  confiden¬ 
tiality  should  be  maintained  if  the  corre¬ 
spondence  would  not  have  taken  place 
but  for  an  implied  assumption  or  the  ex¬ 
plicit  promise  of  nondisclosure.  The  need 
for  an  appeal  procedure  before  public 
disclosure  of  correspondence  was  as¬ 
serted. 

The  Commissioner  has  added  a  new 
S  4.44  to  the  regulations  to  establish  a 
procedure  for  determining  those  records 
which  the  agency  will  receive  under  a 
determination  of  confidentiality.  Except 
where  such  procedure  is  followed,  the 
Food  and  Drug  Administration  will  not 
undertake  to  retain  any  information  in 
confidence  except  specific  types  of  rec¬ 
ords  for  which  confidentiality  is  explic¬ 
itly  provided  in  these  regulations,  e  g., 
quantitative  formulas  that  have  not  pre¬ 
viously  been  made  public.  Where  there  is 
a  close  question  with  respect  to  possible 
confidentiality,  the  Commissioner  will 
use  the  procedure  set  out  in  §  4.45  of  the 
final  regulations  to  consult  with  the  af¬ 
fected  person,  and  that  person  may  then 
request  a  court  determination  on  the  is¬ 
sue  pursuant  to  S  4.46  if  he  does  not  agree 
with  the  Commissioner’s  conclusion. 

The  Commissioner  concludes  that 
these  procedural  safeguards  fully  protect 
the  right  of  the  affected  person  to  non¬ 
disclosure  of  confidential  information. 

171.  Comments  expressed  concern  that 
this  provision  might  be  misinterpreted  to 
give  the  impression  that  protocols  con¬ 
tained  in  unsuccessful  contract  proposals 
are  available  to  the  public  contrary  to 
the  Intent  of  the  Department  regula¬ 
tions.  It  was  suggested  that  there  were 
also  other  types  of  administrative  infor¬ 
mation  which  should  be  free  from  dis¬ 
closure,  e.g.,  correspondence  with  appli¬ 


cants  for  employment  concerning  con¬ 
flict  of  Interest  Issues,  and  with  private 
attorneys  or  national  representatives  of 
employee  unions  concerning  grievances, 
adverse  actions,  or  contract  negotiations. 

The  Commissioner  concludes  that 
these  comments  misinterpreted  the  pro¬ 
posed  regulations.  Each  of  the  statutory 
exemptions  reflected  in  the  proposed  reg¬ 
ulations  is  applicable  to  all  of  the  types 
of  records  contained  in  Food  and  Drug 
Administration  files,  including  corre¬ 
spondence.  Thus,  the  trade  secrets  and 
personal  privacy  exemptions  will  be  ap¬ 
plied  wherever  the  facts  in  a  given  situa¬ 
tion  show  that  they  are  applicable.  For 
example,  correspondence  with  a  prospec¬ 
tive  employee  concerning  conflict  of 
interest  issues  would  be  exempt  from 
public  disclosure  under  the  personal 
privacy  exemption. 

172.  Questions  have  arisen  as  to 
whether  the  general  rules  with  respect 
to  agency  correspondence  and  summaries 
of  telephone  calls  and  meetings  will  be 
applicable  when  the  subject  of  the  corre¬ 
spondence  or  summary  is  a  pending  peti¬ 
tion  or  application  for  approval  of  a 
specific  ingredient  or  a  product,  e.g.,  a 
new  drug  application  or  a  food  additive 
petition. 

The  Commissioner  advises  that  these 
general  rules  will  not  apply  to  such  cor¬ 
respondence  or  summaries  until  the  peti¬ 
tion  or  application  is  approved.  Securities 
analysts,  competitors,  and  many  others 
are  interested  in  the  progress  of  such 
petitions  and  applications  within  the 
agency.  Daily  monitoring  of  such  matters 
by  outside  individuals  or  organizations 
is  not  contemplated  by  the  Freedom  of 
Information  Act.  The  Commissioner  con¬ 
cludes  that  such  correspondence  and 
summaries  constitute  trade  secret  and 
commercial  or  financial  information  that 
is  privileged  or  confidential,  until  the  ap¬ 
proval  of  the  ingredient  or  product  is  ob¬ 
tained  or  it  is  finally  disapproved. 

Once  approval  is  obtained,  or  final  dis¬ 
approval  results,  the  Commissioner  con¬ 
cludes  that  all  such  correspondence  and 
summaries  shall  be  made  available  for 
public  disclosure  except  to  the  extent 
that  specific  material  may  be  exempt 
from  disclosure  as  containing  a  trade 
secret  or  constituting  an  invasion  of  per¬ 
sonal  privacy.  Thus,  confidential  han¬ 
dling  will  exist  only  during  the  delibera¬ 
tive  stage  of  the  proceeding,  and  the 
agency’s  decision  will  be  subject  to  full 
public  scrutiny  and  public  accountability 
once  a  decision  is  final. 

Sections  4.103  and  4.104  and  other  spe¬ 
cific  provisions  dealing  with  petitions  and 
applications  have  been  modified  to  reflect 
this  policy. 

Summaries  of  Oral  Discussions 

173.  Comments  urged  that  the  agency 
not  totally  withhold  summaries  of  tele¬ 
phone  calls  and  meetings  if  they  contain 
both  disclosable  and  nondisclosable  in¬ 
formation.  It  was  suggested  that  the  ap¬ 
propriate  course  in  that  circumstance 
would  be  to  delete  exempt  material  and 
disclose  the  remainder.  Several  cases 
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were  cited  for  that  proposition,  “Grum¬ 
man  Aircraft  Engineer  Corp.  v.  Renego¬ 
tiation  Board,”  425  F.2d  578  (D.C.  Ctr. 
1970) ;  “Wellford  v.  Hardin,”  315  F.  Supp. 

768  (D.D.C.  1970) . 

The  Commissioner  agrees  with  this 
comment  and  advises  that  §S  4.22  and 
4.60  make  this  policy  clear. 

174.  Comments  asked  whether  the 
summaries  to  which  this  provision  applies 
are  intended  to  be  a  contemporaneous 
record  or  a  record  prepared  in  response 
to  a  request  for  information. 

As  stated  in  §  4.24  of  the  final  regula¬ 
tions,  the  Freedom  of  Information  Act 
does  not  require  the  preparation  of  docu¬ 
ments  in  response  to  requests  for  infor¬ 
mation.  Any  summary  of  oral  discussions 
to  be  disclosed  pursuant  to  §  4.104  will  be 
an  existing  contemporaneous  record.  If 
no  such  summary  exists,  none  need  be 
prepared.  The  Commissioner  will  shortly 
be  issuing  comprehensive  new  pro¬ 
cedural  regulations  that  will  state  the 
circumstances  under  which  Food  and 
Drug  Administration  employees  will  be 
required  to  prepare  a  summary  of  an  oral 
discussion. 

175.  One  comment  advanced  the  prop¬ 
osition  that  summaries  of  telephone  calls 
or  meetings  relating  to  a  clearly  identifi¬ 
able  active  file  should  carry  the  level  of 
confidentiality  of  the  parent  file.  An¬ 
other  indicated  that  confidentiality 
should  be  maintained  if  the  disclosure 
would  not  have  taken  place  but  for  an 
assumption  of  confidential  treatment  of 
the  information.  Still  another  drew  a 
parallel  between  disclosure  of  the  sum¬ 
maries  and  wiretapping  and  commented 
that,  since  evidence  of  this  nature  is  not 
permissible  in  a  court  of  law,  there  was  a 
serious  question  as  to  whether  it  should 
be  made  available  to  the  public. 

The  Commissioner  concludes  that  the 
provisions  of  the  Freedom  of  Information 
Act  apply  only  to  specific  records,  not  to 
entire  files.  Accordingly,  it  is  improper 
to  label  any  particular  file  as  “confiden¬ 
tial”  and  thus  any  summary  subject  to 
§  4.104  must  be  reviewed  to  determine 
whether,  on  its  own  merits,  it  is  dis- 
closable  in  part  or  in  full. 

The  Commissioner  advises  that  disclo¬ 
sure  of  information  on  the  basis  of  a 
grant  of  confidentiality  will  be  subject  to 
the  specific  procedures  set  out  in  new 
§  4.44  of  the  final  regulations.  No  other 
form  of  confidentiality  will  be  granted 
except  in  the  form  of  explicit  provisions 
relating  to  particular  types  of  documents 
in  the  final  regulations. 

The  Commissioner  concludes  that  there 
is  no  parallel  whatever  between  prepara¬ 
tion  and  disclosure  of  a  summary  of  a 
telephone  conversation  and  wiretapping. 
The  public  should  be  aware  that  such 
summaries  are  routinely  maintained.  In 
any  event,  these  regulations  and  the  new 
procedural  regulations  constitute  public 
notice  that  such  summaries  are  being 
prepared. 

176.  A  number  of  comments  were  con¬ 
cerned  with  the  possibility  that  govern¬ 
ment-composed  summaries  of  telephone 
calls  and  meetings  might  contain  mis¬ 
quotes,  Inaccurate  transcriptions,  and 
one-sided  interpretations.  It  was  sug- 
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gested  that  the  problem  of  misinterpre¬ 
tation  could  be  dealt  with  by  furnishing 
a  copy  of  the  summary  to  the  nongovern¬ 
ment  party.  The  nongovernment  person 
would  then  be  given  an  opportunity  to 
reply  if  inaccuracies  existed  and  any 
written  reply  would  be  included  when 
disclosure  was  made. 

The  Commissioner  is  aware  that  a 
summary  prepared  by  one  party  to  an 
oral  discussion  is  necessarily  one-sided. 
Since  all  such  summaries  will  be  avail¬ 
able  under  the  Freedom  of  Information 
Act,  all  persons  outside  the  Federal  gov¬ 
ernment  who  were  parties  to  any  such 
conversation  may  properly  request  a 
copy  of  the  summary  in  order  to  verify 
its  contents.  The  new  procedural  regu¬ 
lations  will  explicitly  provide  that  any 
person  outside  the  Federal  government 
who  was  a  party  to  such  a  conversation 
may  himself  prepare  a  summary  of  that 
conversation  and  submit  it  to  the  Food 
and  Drug  Administration,  where  it  will 
be  retained  in  the  same  files  as  the  sum¬ 
mary  prepared  by  the  Food  and  Drug 
Administration.  In  the  event  that  a  re¬ 
quest  is  made  under  the  Freedom  of  In¬ 
formation  Act  for  any  such  summary, 
both  summaries  (or  indeed  as  many  as 
exist)  will  be  disclosed  at  the  same  time 
pursuant  to  §  4.104(c). 

177.  Many  comments  cited  this  section 
as  inhibiting  frank  and  open  communi¬ 
cation  between  the  Food  and  Drug.  Ad¬ 
ministration  and  industry.  One  letter 
suggested,  on  the  strength  of  “Israel  v. 
Baxter  Laboratories,”  466  F.  2d  272  (D.C. 
Cir.  1972),  that  reports  of  violations  by 
competitors  may  be  the  subject  of  anti¬ 
trust  litigation,  and  that  if  under  §  4.104 
such  reports  were  subject  to  disclosure  it 
would  discourage  industry  informers. 

The  Commissioner  notes  that  provi¬ 
sions  are  included  in  §  4.64  of  the  final 
regulations  to  protect  the  confidentiality 
of  information  received  from  informers 
and  confidential  sources.  Accordingly,  the 
problem  raised  by  this  comment  will  not 
be  encountered.  The  experience  of  the 
Food  and  Drug  Administration  under 
this  provision  for  the  past  2  years  has 
demonstrated  that  disclosure  of  sum¬ 
maries  of  telephone  conversations  and 
other  meetings  will  not  impair  the  agen¬ 
cy’s  activities. 

178.  A  number  of  comments  referred  to 
the  lack  of  a  specific  exemption  in  §  4.24 
(b)  for  trade  secrets  and  confidential  in¬ 
formation  and  expressed  the  fear  that 
there  would  be  disclosure  without  the 
editing  out  of  such  exempt  information. 
Comments  noted  that  confidential  in¬ 
formation  is  not  per  se  exempt  from  dis¬ 
closure  under  the  Freedom  of  Informa¬ 
tion  Act.  The  exemption  covers  only 
“commercial  or  financial  information" 
that  is  “privileged  or  confidential”.  It  was 
argued  that  the  reference  to  confidential 
Information  in  this  provision  was  in  ef¬ 
fect  broadening  the  exemption  as  it  ap¬ 
pears  in  the  statute. 

The  Commissioner  concludes  that  re¬ 
vised  SS  4.60  and  4.100  make  it  clear  that 
all  exemptions  provided  under  the  regu¬ 
lations  will  be  applicable  to  every  type 
of  document  in  the  Food  and  Drug  Ad¬ 
ministration  files.  The  Commissioner 
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agrees  that  “confidential”  information  is 
not  per  se  exempt  from  disclosure  under 
the  Freedom  of  Information  Act,  and 
§  4.61  makes  this  clear. 

Testing  and  Research  Conducted  By  or 
With  Fukds  Provided  By  the  Food 
and  Drug  Administration 

179.  Comments  asked  about  the  scope 
of  the  “nonregulatory  testing  and  re¬ 
search”  that  would  be  disclosed  under 
the  proposed  regulations.  It  was  sug¬ 
gested  that  the  final  regulations  include 
a  definition  of  this  phrase. 

Upon  reconsideration,  the  Commis¬ 
sioner  concludes  that  it  is  often  not  feas¬ 
ible  to  distinguish  between  regulatory 
and  nonregulatory  testing  and  research, 
and  that,  in  any  event,  there  is  no  sound 
public  policy  reason  for  not  disclosing 
both  types  of  testing  and  research.  The 
intent  of  the  proposal  was  to  retain  as 
confidential  the  regulatory  testing  and 
research  that  is  part  of  investigatory 
records  for  law  enforcement  purposes. 
The  Commissioner  concludes,  however, 
that  he  should  exercise  his  discretion  to 
release  this  part  of  investigatory  records 
upon  request  in  order  to  make  as  full  a 
disclosure  of  agency  activities  as  possible 
without  disrupting  enforcement  proceed¬ 
ings.  All  such  testing  and  research  would 
be  required  to  be  disclosed  in  the  course 
of  any  enforcement  proceeding,  and  thus 
its  earlier  disclosure  should  not  have 
any  adverse  impact  upon  agency 
activities. 

Moreover,  there  are  strong  public  pol¬ 
icy  reasons  for  disclosing  all  regulatory 
testing  and  research  when  it  is  com¬ 
pleted  and  a  final  report  Is  available  or 
it  is  otherwise  disclosed  to  any  member 
of  the  public.  The  Food  and  Drug  Ad¬ 
ministration  frequently  requests  the  reg¬ 
ulated  industry  to  take  appropriate  ac¬ 
tion  based  upon  the  results  of  such  test¬ 
ing  and  research,  such  as  recalls.  It 
would  be  unfair  to  request  such  industry 
action  without  at  the  same  time  disclos¬ 
ing  the  basis  for  the  request. 

180.  The  proposed  regulation  provided 
that  a  list  of  nonregulatory  testing  and 
research  being  conducted  by  or  with 
funds  provided  by  the  Food  and  Drug 
Administration,  together  with  any  re¬ 
search  contract,  would  be  available  for 
public  disclosure. 

In  seeking  to  implement  this  proposed 
provision,  the  Commissioner  has  dis¬ 
covered  that,  as  already  noted,  it  is  not 
feasible  to  divide  testing  and  research 
into  regulatory  and  nonregulatory  pur¬ 
poses  nor  is  it  practical  to  maintain  a 
current  list  of  all  testing  and  research 
being  conducted  by  the  agency.  All  re¬ 
search  contracts  are  of  course  available 
for  public  disclosure,  and  any  internal 
list  of  ongoing  testing  or  research  is  also 
available  upon  request. 

The  Commissioner  therefore  concludes 
that  §  4.105(a)  should  be  revised  to  delete 
the  requirement  for  preparation  and 
maintenance  of  a  comprehensive  list  of 
all  agency  testing  and  research,  but  to 
retain  the  provision  stating  that  any  list 
of  agency  testing  and  research  that  Is 
prepared  will  be  available  upon  request. 
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181.  Comments  requested  clarification 
of  the  term  “final  report.”  If  some  form 
of  agency  approval  is  necessary  before 
the  results  of  such  research  can  be  char¬ 
acterized  as  “final,”  the  public  should  be 
informed  whether  or  not  this  would  mean 
an  effective  agency  method  for  prevent¬ 
ing  disclosure  of  testing  and  research  the 
agency  deems  ill-advised  to  release,  i.e., 
by  simply  never  characterizing  a  report 
as  “final.”  The  comments  cited  “Con¬ 
sumers  Union  v.  Veterans  Administra¬ 
tion,”  301  P.  Supp.  796  (S.D.N.Y-  1969), 
in  which  the  court  ordered  the  Veterans 
Administration  to  release  raw  test  data 
on  hearing  aids,  for  the  proposition  that 
raw  data  in  a  tabular  form  must  be  re¬ 
leased. 

The  Commissioner  concludes  that,  un¬ 
til  a  report  is  completed  and  accepted  by 
the  responsible  Food  and  Drug  Admin¬ 
istration  official,  it  represents  an  intra¬ 
agency  document  that  is  not  available 
for  public  disclosure.  The  Freedom  of  In¬ 
formation  Act  does  not  require  pre¬ 
mature  disclosure  of  internal  agency  in¬ 
formation  before  it  is  hi  final  form,  but 
was  intended  to  promote  disclosure  of 
such  internal  agency  information  after  it 
is  put  in  final  form.  Release  of  tentative 
data,  preliminary  reports,  or  similar  ma¬ 
terial  would  seriously  hinder  regulatory 
efforts  of  the  agency. 

The  Commissioner  fully  concurs  that 
any  attempt  to  retain  internal  data  and 
information  as  incomplete  or,  in  any 
event,  not  “final”  for  any  significant  pe¬ 
riod  of  time  is  properly  regarded  as  a 
violation  of  the  intent  of  the  Freedom 
of  Information  Act  and  will  not  be  tol¬ 
erated.  The  provisions  of  5  4.105  must  not 
be  used  to  avoid  disclosure  of  embarras¬ 
sing  material  or  information  that  may 
cause  public  concern.  Rather,  this  sec¬ 
tion  is  intended  to  permit  the  agency 
time  to  prepare  a  responsible  final  re¬ 
port  that  reflects  an  institutional  ap¬ 
proach  to  the  matter,  and  a  reasonable 
time  for  review  of  the  report  internally 
in  order  to  determine  any  appropriate  ac¬ 
tion,  before  it  is  released  to  the  public. 

The  case  of  “Consumers  Union  v.  Vet¬ 
erans  Administration”  does  not  justify 
a  contrary  result.  There,  the  data  in¬ 
volved  were  included  in  a  final  report  and 
were  not  simply  worksheets  or  prelim¬ 
inary  drafts  from  which  a  final  report 
had  not  yet  been  prepared.  Moreover,  the 
reports  involved  in  that  case  had  been 
available  for  a  sufficient  period  of  time 
to  permit  internal  review  and  considera¬ 
tion,  and  no  reasonable  basis  for  failing 
to  disclose  them  to  the  public  was  of¬ 
fered. 

182.  Questions  have  been  raised  as  to 
the  availability  of  the  raw  data  and  slides 
from  Food  and  Drug  Administration 
studies  once  they  are  completed  and  a 
final  report  is  released. 

The  Commissioner  advises  that  access 
to  all  raw  data,  slides,  worksheets,  and 
other  similar  working  materials  will  be 
granted,  once  a  final  report  is  available. 

183.  Comments  suggested  that  the 
statement  in  paragraph  4  of  the  pre¬ 
amble  of  the  proposal  to  the  effect  that 
the  results  of  testing  and  research  repre¬ 
sent  Internal  Information,  should  be 


clarified.  The  application  of  the  internal 
memorandum  exemption  to  such  records 
was  questioned. 

The  Commissioner  concludes  that  the 
internal  memorandum  exemption  under 
the  Freedom  of  Information  Act  covers 
only  the  preliminary  results  of  testing 
and  research  and  draft  reports  based 
upon  testing  and  research  prior  to  ac¬ 
ceptance  of  a  final  report.  Once  a  final 
report  is  prepared,  the  internal  mem¬ 
orandum  exemption  is  not  applicable  to 
that  report  and  it,  together  with  any 
raw  data,  is  available  for  public  dis¬ 
closure.  Any  draft  reports  remain  ex¬ 
empt  from  public  disclosure  after  the 
final  report  is  released. 

184.  Questions  have  been  raised  as  to 
whether  preliminary  data  obtained  from 
agency  testing  or  research  is  disclosable 
if  it  forms  the  basis  for  a  talk  or  other 
public  presentation  prior  to  preparation 
of  a  final  report. 

The  Commissioner  advises  that,  once 
such  information  is  disclosed  publicly  by 
the  Food  and  Drug  Administration  in  any 
way,  whether  in  correspondence  or  in  a 
private  conversation  or  in  a  public  talk, 
all  of  such  information  reasonably  re¬ 
lated  to  the  material  disclosed  must  be 
made  publicly  available  at  that  time  even 
though  a  final  report  has  not  yet  been 
prepared.  Authorized  dissemination  of 
any  data  or  information  to  persons  other 
than  as  provided  in  Subpart  E  of  Part  4 
breaks  the  internal  memorandum  ex¬ 
emption  and  requires  disclosure  of  such 
data  or  information  to  any  peison  who 
requests  it. 

185.  One  comment  expressed  uncer¬ 
tainty  as  to  whether  testing  done  on 
marketed  drugs  would  be  disclosed  to 
the  public.  If  so,  it  was  argued  that  the 
manufacturer  should  be  given  the  op¬ 
portunity  to  review  the  results  and  com¬ 
ment  upon  them  before  the  report  was 
made  available  to  the  public.  Another 
comment  suggested  that  a  summary  of 
the  research  should  be  prepared  so  that 
the  study  might  be  properly  understood 
by  the  lay  public. 

The  Commissioner  concludes  that  all 
testing  on  marketed  drugs,  whether  for 
regulatory  or  nonregulatory  purposes, 
will  be  available  for  public  disclosure. 
Comment  by  the  manufacturer  before 
the  release  of  test  results  is  not  feasible 
or  required  by  the  law.  The  preparation 
of  summaries  of  this  research,  as  sug¬ 
gested,  is  not  contemplated  by  the  Free¬ 
dom  of  Information  Act  and  the  agency 
cannot  justify  the  expenditure  of  man¬ 
power  which  would  be  required  to  create 
such  documents. 

186.  The  Food  and  Drug  Administra¬ 
tion  obtains  two  different  types  of  prod¬ 
uct  samples  in  the  course  of  its  regula¬ 
tory  activities.  A  Food  and  Drug  Admin¬ 
istration  employee  will  often  obtain  a 
sample  during  a  factory  inspection.  The 
Food  and  Drug  Administration  employee 
must  give  a  receipt  for  such  a  sample, 
and  a  copy  of  the  results  of  certain 
analyses  are  required  by  law  to  be  fur¬ 
nished  promptly  to  the  person  from 
whom  the  sample  was  obtained.  Where  a 
sample  is  obtained  other  than  through 
a  factory  Inspection,  and  It  results  In  a 


seizure,  the  Food  and  Drug  Administra¬ 
tion  is  required  under  section  304(c)  of 
the  act  to  furnish  the  results  of  any 
analysis  to  any  party  to  the  seizure  ac¬ 
tion.  There  is  no  legal  requirement  that 
the  Food  and  Drug  Administration  fur¬ 
nish  the  results  of  any  other  analyses  to 
any  person  who  might  be  affected  by 
them. 

The  Commissioner  concludes  that,  re¬ 
gardless  of  the  origin  of  any  sample  ob¬ 
tained  by  the  Food  and  Drug  Administra¬ 
tion,  the  results  of  any  analysis  of  a 
sample  will  be  made  available  upon  re¬ 
quest  to  any  interested  person,  whether 
or  not  that  person  is  directly  affected 
by  the  results  of  the  analysis.  As  a  matter 
of  policy,  any  affected  person  should  im¬ 
mediately  be  given  the  results  upon  re¬ 
quest  in  order  to  take  appropriate  action. 
In  accordance  with  the  general  principle 
that  any  information  available  to  one 
member  of  the  public  must  be  available 
to  everyone,  the  Commissioner  concludes 
that  all  analyses  of  this  type  should  be 
made  generally  available  to  the  public 
upon  request. 

187.  Several  comments  noted  the  pos¬ 
sibility  that  agency  research  might  rely, 
in  part,  on  manufacturer-generated 
trade  secrets  or  confidential  -commercial 
information.  It  was  stated  that  this  pro¬ 
vision  of  the  regulations  should  deal  ex¬ 
plicitly  with  this  possibility  and  should 
exempt  from  disclosure  any  trade  secret 
or  confidential  information  utilized  in 
such  studies  which  had  been  supplied  by 
nongovernment  sources. 

■Hie  Commissioner  advises  that  §  4.61 
of  the  regulations  applies  to  disclosure 
of  trade  secrets  and  confidential  com¬ 
mercial  information  in  any  agency  docu¬ 
ments,  and  §§  4.60  and  4.100  of  the  final 
regulations  make  this  clear.  The  Com¬ 
missioner  concurs  that  trade  secret  in¬ 
formation  may  not  be  disclosed.  This 
does  not  mean,  however,  that  agency  re¬ 
search  or  regulatory  requirements  can¬ 
not  be  based  upon  trade  secret  informa¬ 
tion.  For  example,  bioavailability  data 
on  a  drug  submitted  by  a  manufacturer 
may  constitute  trade  secret  information 
that. is  not  disclosable  to  the  public.  This 
trade  secret  status  of  the  underlying  in¬ 
formation  would  not  prevent  the  Food 
and  Drug  Administration  from  conduct¬ 
ing  and  disclosing  its  own  similar  re¬ 
search,  however,  or  from  imposing  by 
regulation  new  requirements  for  the  drug 
involved  in  order  to  protect  the  public 
health. 

188.  A  comment  pointed  out  that,  in 
its  performance  tests  and  analyses,  the 
Food  and  Drug  Administration  may  in¬ 
clude  trade  secrets  or  other  confidential 
commercial  data  in  test  protocols  or  rec¬ 
ords  of  the  testing. 

The  Commissioner  advises  that  any 
trade  secrets  or  confidential  commercial 
information  involved  in  testing  or  re¬ 
search  will  be  deleted  before  the  results 
are  made  available  for  public  disclosure. 

Studies  and  Reports  Prepared  By  or 

With  Funds  Provided  By  the  Food 

and  Drug  Administration 

189.  Questions  have  arisen  as  to  what 
Internal  Food  and  Drug  Administration 
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reports  and  studies  are  available  for  pub¬ 
lic  disclosure. 

The  Commissioner  has  reviewed  the 
various  categories  of  reports  and  studies 
conducted  by  the  Pood  and  Drug  Ad¬ 
ministration,  and  has  set  out  in  new 
§  4.106  those  types  that  will  be  disclosed 
and  those  that  will  be  retained  as  con¬ 
fidential  under  the  internal  memoran¬ 
dum  exemption.  The  Commissioner 
recognizes  that  a  number  of  these  reports 
may  be  partially  or  fully  exempt  under 
the  internal  memorandum  exemption, 
but  has  concluded  that  it  is  in  the  public 
interest  to  release  as  many  of  them  as 
feasible  when  they  are  prepared  in  final 
form.  In  general,  the  following  types  of 
reports  and  studies  will  be  disclosed 
upon  their  acceptance  by  the  responsible 
agency  official :  Quarterly  and  annual  re¬ 
ports  of  the  agency;  broad  reviews  of 
agency  needs  by  external  committees, 
such  as  the  Ritts  Committee;  surveys, 
compilations,  and  summaries  of  industry 
trends  and  data  obtained  from  various 
outside  sources  for  purposes  of  estab¬ 
lishing  internal  priorities  and  programs; 
surveys  of  consumers  or  industry  and 
other  similar  studies  undertaken  to  de¬ 
termine  the  need  for  or  content  of  pro¬ 
posed  new  regulations  or  compliance  pro¬ 
grams;  and  compliance  studies  under¬ 
taken  to  determine  the  performance  of 
the  regulated  industry  or  the  products  it 
produces,  such  as  contamination  of  foods 
or  the  sanitation  status  of  a  particular 
type  of  food  plant.  As  a  general  rule,  the 
following  types  of  studies  will  not  ordi¬ 
narily  be  disclosed  to  the  public:  Inter¬ 
nal  audits  of  agency  performance  to  de¬ 
termine  the  possible  need  for  personnel 
changes  or  other  action  to  strengthen 
agency  performance;  the  records  relat¬ 
ing  to  the  internal  planning  and  budget 
process;  and  legislative  proposals  or 
comments  unless  and  until  they  are  sub¬ 
mitted  to  Congress. 

190.  In  particular,  questions  have  been 
raised  about  the  availability  of  the  re¬ 
sults  of  special  drug  surveys,  and  FORDS 
studies  (Formula tor  Oriented  Rx  Drug 
Study) . 

The  Commissioner  advises  that  all 
such  analyses  and  surveys  are  available 
for  public  disclosure  without  deletion  of 
the  brand  name  or  lot  number  involved. 
The  Bureau  of  Drugs  of  the  Food  and 
Drug  Administration  presently  publishes 
the  results  of  such  analyses  and  surveys 
on  a  periodic  basis. 

191.  Questions  have  been  raised  about 
the  public  availability  of  Food  and  Drug 
Administration  compliance  programs, 
which  are  sent  to  field  offices  to  direct 
specific  regulatory  activities. 

The  Commissioner  advises  that  all  such 
compliance  programs  are  available  for 
public  disclosure  upon  request,  with  any 
names  of  specific  firms,  the  location  of 
specific  activity,  and  details  about  sam¬ 
pling  numbers  or  sizes  deleted  in  order 
to  preclude  disclosure  of  regulatory 
activities. 

192.  Questions  have  been  raised  about 
the  availability  of  final  agency  work 
plans  prepared  by  bureaus,  field  offices, 
and  other  agency  components,  as  well  as 
the  yearly  and  other  agency  plans  pre¬ 


pared  by  the  office  of  the  Commissioner 
for  the  entire  agency. 

The  Commissioner  advises  that  all  such 
plans  are  available  for  public  disclosure 
after  they  have  been  reviewed  and  ap¬ 
proved  by  the  responsible  agency  official 
in  their  final  form,  with  any  information 
about  specific  regulatory  activities 
deleted. 

Food  and  Drug  Administration  Manuals 

193.  Questions  have  arisen  about  the 
status  of  various  manuals  maintained  by 
the  Food  and  Drug  Administration,  such 
as  the  Regulatory  Procedures  Manual, 
the  Administrative  Guidelines  Manual, 
and  similar  material. 

The  Commissioner  advises  that  all  such 
manuals  have  been  reviewed  to  delete 
confidential  internal  directives,  and  are 
available  for  public  review  in  the  Food 
and  Drug  Administration  Public  Records 
and  Documents  Center.  Copies  of  these 
manuals  may  also  be  purchased  at  cost, 
but  the  Food  and  Drug  Administration 
does  not  maintain  a  mailing  list  for 
amendments  to  these  manuals  because 
of  the  prohibitive  expense  involved.  A 
complete  index  of  all  such  manuals  is 
being  prepared  and  will  be  available  from 
the  Food  and  Drug  Administration  Pub¬ 
lic  Records  and  Documents  Center  pur¬ 
suant  to  §  4.26.  A  partial  list  of  these 
manuals  is  as  follows: 

Administrative  Guidelines  Manual 
Bacteriological  Analytical  Manual 
Drug  Autoanalysis  Manual 
Food  Additives  Manual 
Inspector  Operations  Manual 
Inspector  Programs  Manual 
Instrument  Operations  Manual 
Laboratory  Information  Bulletins 
Laboratory  Operations  Manual 
Microanalytical  Manual 
Pesticide  Analytical  Manual 
Regulatory  Procedures  Manual 

194.  A  comment  contended  that  all 
agency  operating  manuals  must  be  made 
available  under 'the  Freedom  of  Infor¬ 
mation  Act,  and  that  the  exemptions 
from  disclosure  do  not  apply  to  any  por¬ 
tion  of  them. 

The  Commissioner  disagrees  with  this 
comment.  Nothing  in  the  legislative  his¬ 
tory  of  the  Freedom  of  Information  Act 
indicates  that  otherwise  nondisclosable 
information  must  be  made  available 
through  agency  operating  manuals.  Ac¬ 
cordingly,  the  Commissioner  has  re¬ 
viewed  all  such  manuals  and  deleted 
from  them  information  that  falls  within 
any  of  the  exemptions  from  disclosure. 
All  of  those  manuals,  as  so  revised,  are 
now  available  for  public  review  and 
purchase. 

Agreements  Between  the  Food  and 

Drug  Administration  and  Other  De¬ 
partments,  Agencies,  and  Organiza¬ 
tions 

195.  Requests  have  been  made  for 
copies  of  agreements  entered  into  by  the 
Food  and  Drug  Administration  with 
State  and  Federal  agencies  and  with 
private  organizations. 

The  Commissioner  has  recently  issued 
a  notice,  published  in  the  Federal  Reg¬ 
ister  of  October  3,  1974  (39  FR 


35697),  stating  that  all  such  agreements 
are  on  file  in  the  office  of  the  Food  and 
Drug  Administration  Public  Records  and 
Documents  Center,  and  that  all  future 
agreements  will  be  published  in  the  Fed¬ 
eral  Register.  A  new  $  4.108  has  been 
added  to  state  this  policy. 

Data  and  Information  Obtained  by 
Contract 

196.  Various  questions  have  been  raised 
about  the  availability  for  public  disclo¬ 
sure  of  data  and  information  furnished 
to  the  Food  and  Drug  Administration 
pursuant  to  contracts  with  outside  or¬ 
ganizations.  In  particular,  the  question 
has  been  raised  whether  information  can 
be  purchased  by  the  Food  and  Drug 
Administration  by  contract,  with  a  clause 
which  precludes  public  dissemination. 
Some  private  organizations,  for  example, 
undertake  market  research  surveys  and 
then  sell  the  results  to  purchasers  who 
must  agree  not  to  distribute  the  in¬ 
formation  further.  This  type  of  con¬ 
tract  is  used  so  that  one  person  to  whom 
the  reports  are  sold  will  not  furnish  them 
to  a  second  person.  There  has  been  con¬ 
cern  that  the  Freedom  of  Information 
Act  would  preclude  the  Food  and  Drug 
Administration  from  purchasing  such 
information  pursuant  to  a  contract  of 
this  type. 

The  Commissioner  concludes  that  the 
Freedom  of  Information  Act  does  not 
permit  the  Food  and  Drug  Administra¬ 
tion  to  purchase  information  under  a 
contract  that  prohibits  its  further  pub¬ 
lic  distribution,  unless  the  information 
is  otherwise  exempt  from  disclosure.  A)1 
information  obtained  by  the  Food  and 
Drug  Administration  through  a  contract 
is  available  for  public  disclosure  unless 
it  falls  within  a  specific  exemption 
established  in  Subpart  D  of  Part  4  of  the 
regulations. 

The  Commissioner  notes  that,  on  oc¬ 
casion,  the  Food  and  Drug  Administra¬ 
tion  has  also  entered  into  contracts 
which  permit  representatives  of  the 
agency  to  review  data  and  information 
retained  by  an  outside  organization. 
Such  contracts  permit  access  to  outside 
data  and  information,  but  do  not  permit 
the  Food  and  Drug  Administration  to 
obtain  copies  of  such  material.  Under 
these  circumstances,  since  the  Food  and 
Drug  Administration  does  not  have 
copies  of  the  documents  in  its  files,  the 
Freedom  of  Information  Act  is  inap¬ 
plicable. 

197.  A  question  has  arisen  as  to 
whether  the  progress  reports  on  con¬ 
tracts,  which  are  usually  submitted  to 
the  Food  and  Drug  Administration 
quarterly,  are  available  for  public  dis¬ 
closure. 

The  Commissioner  advises  that  the 
Freedom  of  Information  Act  requires 
that  all  Information  received  under  con¬ 
tract,  Including  progress  reports,  is 
available  for  public  disclosure  when  re¬ 
ceived  by  the  Food  and  Drug  Adminis¬ 
tration,  except  to  the  extent  that  it 
contains  material  otherwise  exempt  from 
public  disclosure  under  these  regula¬ 
tions. 
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Information  About  Food  and  Drug 
Administration  Employees 

196.  Questions  have  arisen  as  to  what 
information  is  available  about  Food  and 
Drug  Administration  employees. 

The  Commissioner  advises  that  the 
name,  title,  grade,  position  description, 
salary,  and  work  address  and  telephone 
number  for  every  Food  and  Drug  Ad¬ 
ministration  employee  is  available  for 
public  disclosure.  The  home  address  and 
telephone  number  of  such  employees  are 
not  available  because  they  fall  within  the 
personal  privacy  exemption.  A  new 
§  4.110  has  been  added  to  the  regula¬ 
tions  to  state  this  policy. 

199.  The  Food  and  Drug  Administra¬ 
tion  has  received  a  number  of  requests 
with  respect  to  prior  employment  experi¬ 
ence  of  present  agency  employees,  and 
present  employment  of  past  agency  em¬ 
ployees.  Although  no  such  lists  had  been 
kept  in  the  past,  the  Commissioner  con¬ 
cluded  that  research  should  be  under¬ 
taken  in  order  to  respond  adequately  to 
inquiries  of  this  type. 

Hie  Commissioner  advises  that  the 
statistics  obtained  from  this  research 
are  available  for  public  disclosure  at  the 
Food  and  Drug  Administration  Public 
Records  and  Documents  Center.  They 
will  be  kept  up  to  date  on  a  periodic 
basis.  Pursuant  to  the  exemption  for  per¬ 
sonal  privacy,  the  raw  data  are  not 
available  for  public  disclosure. 

Data  and  Information  Submitted  Vol¬ 
untarily  to  the  Food  and  Drug  Ad¬ 
ministration 

200.  Section  4.26  of  the  proposed  reg¬ 
ulations  published  in  May  1972,  dealing 
with  data  and  information  submitted 
voluntarily,  has  been  redesignated  as 
§  4.111  in  the  final  regulations. 

Several  comments  objected  to  the  con¬ 
cept  of  permitting  information  to  be 
withheld  as  confidential  simply  because 
the  manufacturer  would  refuse  to  submit 
it  unless  it  was  so  held.  It  was  argued 
that  the  Freedom  of  Information  Act 
makes  no  such  distinction  and  that  such 
an  approach  flouts  the  express  intention 
of  Congress  to  entitle  all  citizens  to  in¬ 
formation  in  the  hands  of  the  agency 
which  is  not  specifically  exempt  under 
the  Freedom  of  Information  Act. 

The  Commissioner  agrees  that  a  mere 
claim  for  confidential  treatment  does 
not  bestow  a  confidential  status  upon 
information  that  is  voluntarily  sub¬ 
mitted.  Section  4.111  reflects  the  neces¬ 
sity  for  showing  that  the  information 
falls  within  one  of  the  exemptions  set 
out  in-  Subpart  D  of  Part  4  of  the  regula¬ 
tions.  A  claim  of  nondisclosure  based 
upon  the  trade  secrets  or  confidential 
commercial  information  exemption  or 
any  other  exemption  to  the  Freedom  of 
Information  Act  will  not  be  automati¬ 
cally  accepted.  When  the  Food  and  Drug 
Administration  makes  a  determination 
that  information  will  be  accepted  in  con¬ 
fidence,  the  agency  is  at  that  time  exer¬ 
cising  its  judgment  that  the  information 
properly  falls  within  an  exemption  from 
disclosure  and  that  the  Commissioner 


will  not  exercise  his  discretion  to  dis¬ 
close  it  pursuant  to  S  4.82. 

201.  The  Food  and  Drug  Administra¬ 
tion  has  Instituted  a  system  of  inspection 
of  the  food  industry  on  the  basis  of  haz¬ 
ard  analysis  and  critical  control  points 
(HACCP) .  Food  and  Drug  Administra¬ 
tion  employees  regularly  request,  pursu¬ 
ant  to  this  program,  access  to  company 
records  that  are  not  required  by  law  at 
this  time  to  be  given  to  the  Food  and 
Drug  Administration  for  review  and  eval¬ 
uation.  Numerous  questions  have  arisen 
about  the  availabilty  of  such  records  un¬ 
der  the  Freedom  of  Information  Act  after 
they  become  a  part  of  Food  and  Drug  Ad¬ 
ministration  files. 

The  Commissioner  advises  that  such 
records  fall  within  the  provisions  in  the 
final  regulations  relating  to  information 
voluntarily  submitted  to  the  government, 
except  for  those  records  required  to  be 
submitted  by  other  provisions,  e.g., 

§  90.20.  Virtually  all  such  records  consist 
of  information  relating  to  manufactur¬ 
ing  processes  and  controls,  product  for¬ 
mulations,  and  consumer  complaints. 
Manufacturing  processes  and  controls 
and  product  formulations  are  per  se 
exempt  from  disclosure  under  the  Free¬ 
dom  of  Information  Act,  except  to  the 
extent  that  they  have  already  been  pub¬ 
licly  disclosed.  Consumer  complaints  are 
exempt  from  disclosure  to  the  extent 
set  out  in  §  4.111(c)  (3)  (v)  of  the  final 
regulations,  i.e.,  they  will  be  released  only 
as  part  of  a  blind  compilation. 

202.  Comments  contended  that  infor¬ 
mation  given  voluntarily  to  a  Food  and 
Drug  Administration  employee  during  a 
factory  inspection  should  be  considered 
confidential  unless  the  employee  obtains 
the  signature  of  a  company  representa¬ 
tive  permitting  him  to  make  the  infor¬ 
mation  public. 

The  Commissioner  concludes  that  in¬ 
formation  given  by  a  company  repre¬ 
sentative  voluntarily  to  the  Food  and 
Drug  Administration  during  a  factory 
inspection  will  be  governed  by  the  rules 
set  out  in  §  4.111  of  the  final  regulations, 
and  S4.1H  (a)  so  provides.  No  special 
rules  need  be  established  for  information 
given  voluntarily  during  a  factory  in¬ 
spection  as  contrasted  with  any  other 
time. 

203.  Comments  contended  that  the 
Food  and  Drug  Administration  should 
not  distinguish  between  information 
submitted  voluntarily  and  involuntarily, 
and  suggested  that  the  agency  should  re¬ 
ject  all  “voluntary”  information  in  order 
to  impress  upon  Congress  the  need  for 
new  legislation  to  compel  submission  of 
such  data  and  information. 

The  Commissioner  rejects  this  com¬ 
ment.  As  the  agency  designated  by 
Congress  to  protect  against  distribution 
of  adulterated  or  misbranded  food,  drugs, 
cosmetics,  devices,  and  electronic  prod¬ 
ucts,  the  Food  and  Drug  Administration 
is  obligated  to  obtain  all  data  and  in¬ 
formation,  from  any  source,  that  will 
assist  it  in  these  Important  regulatory 
efforts.  The  Food  and  Drug  Administra¬ 
tion  will  also  continue  to  request  appro¬ 


priate  legislation  from  Congress  to  pro¬ 
vide  important  new  Investigatory  and 
enforcement  tools. 

204.  Questions  have  arisen  about  the 
status  of  reports  of  adverse  reactions  to 
products,  where  such  reactions  are  sub¬ 
mitted  voluntarily  by  the  manufacturer, 
i.e.,  not  pursuant  to  the  requirements  of 
the  new  drug  or  prescription  drug  fac¬ 
tory  inspection  sections  of  the  law  or 
pursuant  to  a  procurement  contract.  The 
law  presently  does  not  authorize  the 
Food  and  Drug  Administration  to  require 
that  reports  of  such  adverse  reactions 
be  furnished  to  it. 

The  Commissioner  advises  that  such 
adverse  reaction  reports  are  subject  to 
the  following  disclosure  rules,  depending 
upon  the  source  of  the  information  and 
any  request  for  confidentiality  submitted 
with  it.  If  the  reaction  is  reported  in  a 
consumer  complaint  letter,  it  will  be 
made  public  after  deletion  of  any  infor¬ 
mation  that  would  identify  the  individ¬ 
ual  involved.  If  it  is  made  by  a  physician 
or  other  health  professional,  it  will  be 
made  public  after  all  identifying  infor¬ 
mation  relating  to  the  patient,  physician, 
and  institution  has  been  deleted,  but  the 
identification  of  the  product  will  be  re¬ 
leased.  If  the  reaction  is  reported  by  a 
manufacturer,  public  disclosure  of  the 
report  will  be  made  only  in  the  form  of 
a  compilation  of  all  adverse  reaction  re¬ 
ports,  in  a  way  that  will  not  relate  to  a 
specific  brand  name  or  manufacturer,  ex¬ 
cept  when  regulatory  action  is  involved, 
e.g.,  a  product  recall.  The  Commissioner 
concludes  that  the  personal  privacy  and 
confidential  commercial  information  ex¬ 
emptions  justify  these  rules. 

205.  Experience  during  the  past  2  years 
has  shown  that  manufacturers  and  phy¬ 
sicians  are  uniformly  unwilling  to  di¬ 
vulge  consumer  complaint  or  adverse 
reaction  information,  or  other  materials 
of  this  type,  voluntarily  except  on  a 
pledge  of  confidentiality. 

Accordingly,  the  Commissioner  con¬ 
cludes  that  it  serves  no  useful  purpose 
to  require,  in  every  instance  of  voluntary 
disclosure  of  this  type,  that  the  manu¬ 
facturer  or  physician  be  requested  to 
state  whether  the  information  will  be 
disclosed  without  such  a  pledge  of  con¬ 
fidentiality.  Adherence  to  such  a  pro¬ 
vision  would  simply  increase  adminis¬ 
trative  red  tape  and  serve  no  public 
interest.  Section  4.111(c)  (3)  (ii)  and 
(iii)  of  the  final  regulations  therefore 
provides  for  appropriate  deletions  of  in¬ 
formation  where  it  is  provided  by  a 
physician,  and  provides  that  reports 
submitted  by  a  manufacturer  may  be  re¬ 
leased  only  as  part  of  a  blind  compila¬ 
tion  that  will  not  reveal  the  name  of  the 
manufacturer  or  the  brand  name  of  the 
product  Involved  except  when  regula¬ 
tory  action  is  involved. 

206.  The  Food  and  Drug  Administra¬ 
tion  has  established  a  medically  oriented 
data  systems  (MODS)  program  under 
which  it  enters  Into  contracts  with  hos¬ 
pitals  and  other  medical  institutions  for 
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reporting  to  the  agency,  upon  the  pay¬ 
ment  of  a  standard  fee,  adverse  reac¬ 
tions  and  other  medical  information  re¬ 
lated  to  products  subject  to  the  agency's 
jurisdiction. 

The  Commissioner  advises  that  the  re¬ 
ports  obtained  pursuant  to  such  con¬ 
tracts  are  not  submitted  voluntarily, 
and  thus  are  subject  to  f  4.109,  which 
establishes  the  disclosure  rules  for  in¬ 
formation  obtained  by  contract.  Pursu¬ 
ant  to  8  4.63  the  names  or  other  infor¬ 
mation  which  would  identify  patients 
will  be  deleted  prior  to  disclosure  of  such 
reports,  but  the  identity  of  the  report¬ 
ing  institution  will  be  disclosed.  The 
name  of  any  physician  or  other  health 
professional  will  also  be  disclosed  if  any 
such  name  is  included  in  the  report, 
but  the  contracts  involved  do  not  re¬ 
quire  the  reporting  of  any  such  names. 

207.  One  comment  suggested  that  the 
provisions  which  permit  names  of  those 
submitting  adverse  reaction  data  to  re¬ 
main  confidential  “applauds  the  sniper” 
and  that  if  an  individual  is  unwilling  to 
be  identified  he  should  not  be  heard 
to  complain. 

The  Commissioner  concludes  that 
there  are  valid  reasons  why  an  indi¬ 
vidual  might  wish  to  submit  informa¬ 
tion  in  confidence.  It  should  be  noted 
that  if  an  individual  is  not  identified 
and  the  complaint  cannot  be  followed 
up,  this  may  affect  the  weight  accorded 
the  complaint  by  those  to  whom  it  is 
disclosed. 

208.  Comments  contended  that  the 
Freedom  of  Information  Act  does  not 
allow  the  Food  and  Drug  Administration 
to  distinguish  between  the  handling  of 
adverse  reactions  to  products  for  which 
reports  must  be  submitted  to  the  agency, 
and  adverse  reactions  to  products  for 
which  the  agency  presently  cannot  re¬ 
quire  such  reports. 

The  Commissioner  disagrees  with  this 
comment.  Until  new  legislation  is  en¬ 
acted  authorizing  the  Food  and  Drug 
Administration  to  obtain  adverse  reac¬ 
tion  reports  from  manufacturers  on  all 
products  subject  to  its  jurisdiction,  the 
agency  is  dependent  upon  the  voluntary 
submission  of  such  information  for  all 
products  except  new  drugs  and  prescrip¬ 
tion  drugs.  Adverse  reaction  information 
is  often  of  critical  importance  in  deter¬ 
mining  the  safety,  or  lack  thereof,  of  a 
marketed  product.  Without  such  infor¬ 
mation,  the  Food  and  Drug  Adminis¬ 
tration's  efforts  to  prevent  the  continued 
marketing  of  an  unsafe  product  would 
be  substantially  hindered. 

Nothing  in  the  legislative  history  of 
the  Freedom  of  Information  Act  indi¬ 
cates  that  this  law  was  intended  to  be 
applied  in  a  way  that  would  hinder  reg¬ 
ulatory  activity  or  prevent  an  agency 
from  taking  action  to  protect  the  pub¬ 
lic  health.  The  Commissioner  believes 
that  it  is  entirely  reasonable  to  conclude 
that  adverse  reaction  reports  that  are 
not  required  to  be  submitted  to  the  Food 
and  Drug  Administration,  and  which 
the  manufacturer  will  not  otherwise 
submit,  fall  within  the  exemptions  for 
confidential  commercial  Information, 


personal  privacy,  and  investigatory  rec¬ 
ords.  Accordingly,  the  Commissioner  has 
pledged  the  confidentiality  of  such  re¬ 
ports  as  provided  in  8  4.111(c)  (3)  (ii)  in 
order  to  assure  that  they  will  continue 
to  be  available  to  the  agency  for  its 
regulatory  purposes. 

The  Commissioner  recognizes  the 
anomaly  created  by  classifying  certain 
portions  of  adverse  reaction  reports  not 
required  by  law  to  be  submitted  to  the 
government  as  confidential,  while  at  the 
same  time  classifying  those  same  por¬ 
tions  of  other  adverse  reaction  reports 
that  are  required  by  law  to  be  submitted 
to  the  government  as  not  confidential. 
The  Commissioner  concludes  that  this 
anomaly  must  continue  to  exist  as  long 
as  the  disparity  in  legal  authority  sur¬ 
vives.  The  alternative  would  be  to  dis¬ 
courage  voluntary  submission  by  manu¬ 
facturers  of  any  adverse  reaction  reports 
not  required  by  law.  The  Commissioner 
concludes  that  this  alternative  would  not 
be  in  the  public  interest. 

209.  Comments  suggested  that  adverse 
reactions  should  be  disclosed  by  the 
Food  and  Drug  Administration  only  to 
health  professionals,  and  not  to  the  gen¬ 
eral  public,  in  order  to  avoid  false  alarms 
and  damage  to  the  public  health. 

The  Commissioner  concludes  that  lim¬ 
ited  distribution  of  this  type  is  precluded 
by  the  Freedom  of  Information  Act,  and 
is  not  in  the  public  interest. 

210.  Comments  suggested  that  reports 
of  adverse  reactions  submitted  to  the 
Food  and  Drug  Administration  by  some¬ 
one  other  than  the  manufacturer  should 
be  available  for  public  disclosure  only 
after  probable  causation  has  been  studied 
and  documented  and  the  manufacturer 
of  the  product  involved  has  had  an  op¬ 
portunity  to  comment  with  respect  to  the 
alleged  reaction. 

The  Commissioner  disagrees  with  this 
comment.  The  Freedom  of  Information 
Act  nowhere  provides  for  a  procedure  of 
this  type,  which  would  severely  hinder 
the  dissemination  of  information  that  is 
clearly  available  for  public  disclosure 
under  the  Freedom  of  Information  Act. 

211.  Comments  contended  that  many 
consumer  complaints  are  not  based  on 
fact,  but  are  simply  intended  to  obtain 
refunds  on  products  or  are,  in  any  event, 
based  upon  mistaken  impressions.  It  was 
contended  that  it  would  be  unfair  to  re¬ 
veal  all  such  complaints  because  of  the 
many  inaccuracies  they  contain. 

The  Commissioner  recognizes  that  both 
industry  and  consumer  versions  of  com¬ 
plaints  may  be  inaccurate.  This  is  not  a 
basis  for  exempting  reports  on  com¬ 
plaints  or  adverse  reactions  from  dis¬ 
closure  under  the  Freedom  of  Informa¬ 
tion  Act. 

212.  Large  numbers  of  requests  are  re¬ 
ceived  from  plaintiffs'  attorneys  in  prod¬ 
uct  liability  lawsuits,  requesting  records 
relating  to  any  other  injuries  caused  by 
the  product  that  is  the  subject  of  the 
lawsuit. 

The  Commissioner  advises  that,  in  re¬ 
sponse  to  such  requests,  all  such  adverse 
reaction  reports  received  on  the  product 
involved  will  be  furnished,  with  identify¬ 
ing  information  deleted  as  provided  In 


8  4.111(c)(3),  except  that  those  reports 
submitted  voluntarily  by  the  manufac¬ 
turer  to  the  Food  and  Drug  Administra¬ 
tion  will  not  be  released  in  any  form 
other  than  as  part  of  a  blind  compilation. 
Section  4.111  of  the  final  regulations 
reflects  this  policy. 

213.  Numerous  requests  are  made  for 
copies  of  investigations  conducted  by  the 
Food  and  Drug  Administration  of  specific 
consumer  complaints. 

The  Commissioner  concludes  that  such 
complaints  fall  within  the  rules  for  dis¬ 
closure  set  out  above.  Accordingly,  they 
will  be  released  depending  upon  the 
source  of  the  information  that  led  to  the 
investigation.  The  original  consumer 
complaint  that  initiated  an  investigation 
will  be  released  after  deletion  of  the  per¬ 
son’s  identity.  No  disclosure  of  the  Food 
and  Drug  Administration  report  shall  be 
made  if  it  relates  to  a  specific  person  or 
event  without  the  express  written  con¬ 
sent  of  the  person  who  was  the  original 
source  of  the  information  that  resulted 
in  the  investigation,  since  otherwise  it 
would  not  be  possible  to  promise  that 
such  information  will  be  held  in  confi¬ 
dence. 

Voluntary  Drug  Experience  Reports 
Submitted  by  Physicians  and  Hospitals 

214.  The  Food  and  Drug  Administra¬ 
tion  has  given  wide  distribution  of  Form 
FD-1639,  Drug  Experience  Report,  to 
physicians  for  use  in  reporting  adverse 
reactions  relating  to  drug  products  to  the 
Food  and  Drug  Administration.  This 
form  is  stamped  “In  confidence,”  and  the 
Food  and  Drug  Administration  has 
pledged  that  no  information  on  this 
form  that  would  identify  patients  or 
physicians  or  institutions  will  be  released 
to  the  public. 

The  Commissioner  advises  that  this 
commitment  will  in  all  Instances  be 
honored  under  the  personal  privacy,  con¬ 
fidential  commercial  information,  and  in¬ 
vestigatory  records  exemptions,  and  that 
any  release  of  information  contained  on 
this  form  will  be  through  a  compilation 
that  will  in  no  way  disclose  the  identity 
of  any  Individual  patient,  physician,  or 
institution.  A  new  8  4.112  has  been  added 
to  the  final  regulations  to  state  this 
policy. 

215.  Questions  have  arisen  as  to 
whether  a  copy  of  the  Form  FD-1639, 
with  all  identifying  information  deleted, 
will  be  made  available  to  the  patient  who 
is  the  subject  of  the  report,  or  his  attor¬ 
ney,  if  it  is  specifically  requested. 

The  Commissioner  concludes  that  no 
release  of  this  report  may  be  made  to  a 
patient  or  his  representative  without  the 
permission,  in  writing,  of  the  physician 
who  submitted  the  report.  If  the  report 
were  disclosed  to  the  patient,  for  pur¬ 
poses  of  malpractice  litigation,  this  en¬ 
tire  voluntary  reporting  system  could  be 
destroyed.  The  Commissioner  concludes 
that,  since  all  of  the  Information  con¬ 
tained  in  any  such  report  can  be  ob¬ 
tained  from  the  physician  through  dis¬ 
covery  in  the  course  of  litigation,  the 
patient  has  an  equally  effective  alterna¬ 
tive. 
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Voluntary  Product  Defect  Reports 

216.  The  Pood  and  Drug  Administra¬ 
tion  has  entered  into  a  program  with  the 
United  States  Pharmacopeia  (U.SP.) 
under  which  reports  on  drug  product  de¬ 
fects  are  furnished  to  the  agency  for  use 
in  determining  whether  regulatory  ac¬ 
tion  is  warranted.  Under  this  program, 
the  Food  and  Drug  Administration  has 
pledged  that  the  names  and  Identifying 
characteristics  of  physicians,  patients, 
pharmacists,  institutions,  and  similar 
persons  will  be  deleted  prior  to  public 
disclosure  of  any  report.  Similar  pro¬ 
grams  are  being  pursued  with  other 
organizations. 

The  Commissioner  advises  that  all 
commitments  with  respect  to  confiden¬ 
tiality  of  Identifying  information  of  this 
type  will  be  honored,  under  the  personal 
privacy,  confidential  commercial  infor¬ 
mation,  and  investigatory  records  ex¬ 
emptions.  A  new  9  4.113  has  been  added 
to  the  final  regulations  to  state  this 
policy. 

217.  A  request  was  received  for  a  com¬ 
pilation  of  all  the  drug  defect  reports 
received  for  one  particular  drug  pursu¬ 
ant  to  the  joint  program  undertaken 
by  the  United  States  Pharmacopeia  and 
the  Food  and  Drug  Administration. 

The  Commissioner  advises  that  spe¬ 
cific  reports  will  be  disclosed  after  dele¬ 
tion  of  information  that  would  identify 
any  individual.  A  compilation  of  reports 
showing  the  number  of  reports  for  each 
drug,  by  generic  name  or  by  brand  name, 
is  also  available  for  public  disclosure. 

The  Commissioner  realizes  that  the 
Food  and  Drug  Administration  does  not 
necessarily  investigate  each  defect  re¬ 
port,  And  therefore  their  accuracy  can¬ 
not  be  verified.  Where  this  is  the  situa¬ 
tion,  release  of  such  reports  may  be 
accompanied  by  an  explanatory  state¬ 
ment  to  that  effect. 

Data  and  Information  Submitted  Pur¬ 
suant  To  Cooperative  Quality  As¬ 
surance  Agreements 

218.  The  Food  and  Drug  Administra¬ 
tion  has  entered  into  a  number  of  co¬ 
operative  quality  assurance  agreements 
with  members  of  the  food  industry. 
These  agreements  provide  that  the  com¬ 
pany  will  disclose  to  the  Food  and  Drug 
Administration  pertinent  internal  rec¬ 
ords  and  documents  which  are  not  re¬ 
quired  by  law  to  be  disclosed,  and  which 
the  company  regards  as  confidential 
trade  secret  and  commercial  informa¬ 
tion. 

The  Commissioner  advises  that  all 
records  and  documents  of  this  nature 
which  are  voluntarily  disclosed  pursuant 
to  a  cooperative  quality  assurance  agree¬ 
ment  will  be  retained  by  the  Food  and 
Drug  Administration  as  confidential  in 
accordance  with  9  4.111.  In  order  to 
clarify  this  matter,  a  new  9  4.114  has 
been  added  to  the  regulations  to  state 
this  policy. 

219.  Questions  have  been  raised  as  to 
whether  the  Better  Salmon  Control 
Plan  entered  into  between  the  National 
Canners  Association  and  the  Food  and 
Drug  Administration,  and  any  records 
obtained  from  companies  pursuant  to 


this  plan,  will  be  available  for  public 
disclosure  under  the  Freedom  of  Infor¬ 
mation  Act. 

The  Commissioner  advises  that  the 
plan  is  available  for  public  review  in  the 
office  of  the  Food  and  Drug  Administra¬ 
tion  Public  Records  and  Documents 
Center.  All  company  records  obtained 
pursuant  to  the  plan  will  be  handled  in 
accordance  with  the  rules  set  out  in 
§§  4.111  and  4.114  of  these  final  regula¬ 
tions  for  information  voluntarily  sub¬ 
mitted  to  the  Food  and  Drug  Adminis¬ 
tration  relating  to  quality  assurance.  No 
records  relating  to  manufacturing  pro¬ 
cedures  and  quality  control  will  be  avail¬ 
able  for  public  disclosure. 

Product  Codes  For  Manufacturing  or 
Sales  Dates 

220.  Requests  have  been  made  for  the 
keys  to  the  codes  used  by  manufacturers 
to  identify  the  actual  date  of  manufac¬ 
ture  of  an  electronic  product  subject  to 
regulation  under  the  Radiation  Control 
for  Health  and  Safety  Act  of  1968. 

The  Commissioner  advises  that  the 
keys  to  all  such  codes  have  been  made 
available  for  public  disclosure.  Final 
regulations  revising  21  CFR  1002.10(b) 
and  1010.3(a)(2)  were  published  in  the 
Federal  Register  of  May  8,  1974  (39  FR 
16227),  requiring  that,  in  the  future,  the 
date  of  actual  manufacture  must  be 
stated  on  the  product  in  understandable 
terms  rather  than  in  code. 

The  Commissioner  concludes  that 
coded  information  with  respect  to  a  date 
of  manufacture,  a  date  by  which  the 
product  should  be  sold,  or  a  date  by  which 
the  product  should  be  used,  do  not  fall 
within  the  trade  secrets  or  confidential 
commercial  information  exemption.  Ac¬ 
cordingly,  any  key  to  such  a  code  in 
Food  and  Drug  Administration  files  will 
be  available  for  public  disclosure.  A  new 
9  4.115  has  been  added  to  the  final  reg¬ 
ulations  to  state  this  policy. 

Drug  Listing  Information 

221.  The  Drug  Listing  Act  of  1972 
(Public  Law  92-387,  86  Stat.  559),  which 
amended  section  510  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C.  360), 
requires  drug  manufacturers  to  submit 
specific  information  to  the  Food  and 
Drug  Administration  with  respect  to 
marketed  drugs.  This  provision  of  the  law 
contains  its  own  confidentiality  require¬ 
ments,  and  there  is  extensive  legislative 
history  interpreting  them. 

The  Commissioner  has  previously  pro¬ 
mulgated  regulations  in  the  Federal 
Register  of  March  7,  1973  (38  FR  6258), 
establishing  Part  132  of  the  regulations 
(21  CFR  Part  132)  implementing  these 
provisions  of  the  law.  All  requests  for 
information  obtained  by  the  Food  and 
Drug  Administration  pursuant  to  section 
510  of  the  act  will  be  handled  in  accord¬ 
ance  with  the  provisions  of  Part  132. 
Accordingly,  new  9  4.116  cross-references 
the  confidentiality  provisions  of  these 
regulations. 

New  Drug  Information 

222.  The  Food  and  Drug  Administra¬ 
tion  Bureau  of  Drugs  has  computerized 


a  large  amount  of  information  relating 
to  investigational  new  drug  notices  and 
new  drug  applications,  extending  back  to 
the  enactment  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  in  1938.  Questions  have 
arisen  as  to  what  information  will  be 
made  available  for  public  disclosure,  and 
in  what  form,  from  this  computer  bank 
of  information. 

The  Commissioner  concludes  that  cer¬ 
tain  basic  information  on  previously  ap¬ 
proved  new  drug  applications  should  be 
readily  available  to  any  member  of  the 
public  who  wishes  to  review  it,  without 
cost.  Accordingly,  the  following  two  com¬ 
puter  printouts  have  been  placed  on  pub¬ 
lic  display  in  the  office  of  the  Food  and 
Drug  Administration  Public  Records  and 
Documents  Center,  where  they  may  be 
reviewed  during  working  hours: 

a.  A  numericial  listing  of  all  new  drug 
applications  and  abbreviated  new  drug 
applications  approved  since  1938,  show¬ 
ing  the  NDA  number,  the  trade  name, 
the  applicant,  the  approval  date,  and, 
where  applicable,  the  date  approval  was 
withdrawn  and  the  date  the  Food  and 
Drug  Administration  was  notified  that 
marketing  of  the  product  was  discon¬ 
tinued. 

b.  A  numerical  listing  of  all  new  drug 
applications  and  abbreviated  new  drug 
applications  approved  since  1938  which 
are  still  approved.  This  printout  shows 
the  same  information  as  the  first  print¬ 
out,  except  that  it  does  not  show  a  with¬ 
drawal  date. 

Copies  of  these  printouts  may  be 
ordered,  at  cost.  Orders  will  be  filled  in 
accordance  with  the  priorities  estab¬ 
lished  for  use  of  the  Food  and  Drug  Ad¬ 
ministration  computer. 

In  addition  U  the  two  computer  print¬ 
outs  that  will  be  permanently  available 
for  public  review,  the  following  examples 
of  information  may  be  obtained  in  print¬ 
out  form  upon  special  request: 

a.  An  alphabetical  list  by  trade  name 
of  the  approved  new  drug  applications 
and  abbreviated  new  drug  applications 
held  by  specific  applicants. 

b.  An  alphabetical  list  of  the  trade 
names  of  drugs  subject  to  approved  new 
drug  applications  and  abbreviated  new 
drug  applications  showing  either  the 
NDA  number  or  the  applicant  or  both. 

c.  An  alphabetical  list  of  generic  drugs 
showing  approved  new  drug  applications 
and  abbreviated  new  drug  applications 
held  by  applicants. 

d.  An  alphabetical  list  of  commercial 
sponsors  who  have  filed  investigational 
new  drug  notices. 

Orders  for  such  printouts  will  also  be 
filled  as  rapidly  as  possible,  subject  to 
other  priorities  for  the  Food  and  Drug 
Administration  computer. 

The  Commissioner  concludes  that  a  list 
of  all  drugs  subject  to  investigational  new 
drug  notices  constitutes  trade  secret  in¬ 
formation  that  may  not  be  disclosed  to 
the  public. 

223.  The  Food  and  Drug  Administra¬ 
tion  has  received  requests  for  a  list  of 
the  names  and  addresses  of  all  investiga¬ 
tors  who  have  ever  worked  on  investiga¬ 
tional  new  drugs,  without  designating 
the  specific  drugs  they  investigated.  A 
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similar  request  has  been  received  for  a 
list  of  the  names  and  addresses  of  all 
drug  companies  or  sponsors  who  have 
ever  filed  an  Investigational  new  drug  no¬ 
tice  (IND)  or  a  new  drug  application 
(NDA),  without  designating  the  specific 
drugs  Involved. 

The  Commissioner  advises  that  such 
lists  are  available  for  public  disclosure  to 
the  extent  that  they  already  exist  In 
documentary  form  or  can  be  obtained 
from  computer  printouts  by  existing 
programs. 

Advisory  Committees 

224.  One  comment  contended  that  the 
provision  in  the  proposed  regulations  re¬ 
lating  to  advisory  committees  “perpetu¬ 
ates  the  secrecy  that  has  characterized 
the  deliberations  of  FDA  advisory  com¬ 
mittees”  and  proposed  that  the  following 
items  be  required  and  available  for  dis¬ 
closure: 

a.  The  transcript  of  each  advisory  commit¬ 
tee  meeting  where  the  same  had  been  steno- 
graphically  reported,  or  a  complete  summary 
of  the  proceedings,  if  not  stenographically 
reported.  The  transcript  or  summary  shall 
contain  a  record  of  the  persona  present  with 
their  affiliations,  a  description  of  the  matters 
discussed  and  the  conclusions  reached,  and 
ooplee  of  reports  and  background  informa¬ 
tion  received,  issued,  or  approved  by  the  advi¬ 
sory.  committee.  The  accuracy  of  a  summary 
shall  be  eerttfied  to  by  the  chairman  of  the 
advisory  committee.  Participants  shall  be 
given  an  opportunity  to  review  and  make  cor¬ 
rections  before  a  summary  is  certified. 

b.  A  complete  and  accurate  summary  of 
each  meeting  or  telephone  call  that  relates, 
in  whole  or  in  part,  to  advisory  committee 
business  which  was  conducted  at  a  time 
or  place  not  covered  by  reasonable  notice  in 
the  Federal  Register  as  a  time  or  place  for 
a  meeting  of  the  advisory  committee.  This 
provision  governs  whether  the  meeting  or 
telephone  conversation  Involved  advisory 
committeemen  only  or  advisory  committee¬ 
men  and  strangers.  In  case  a  stranger  is  in¬ 
volved,  his  affiliations  will  be  disclosed. 

c.  A  copy  of  each  directive  or  guideline 
given  to  the  advisory  committee  by  the  Food 
and  Drug  Administration. 

d.  A  copy  of  the  agenda  of  each  meeting 
of  an  advisory  committee. 

e.  A  list  of  the  names  of  all  the  corpora¬ 
tions,  companies,  firms,  state  or  local  organi¬ 
zations,  research  organizations,  and  educa¬ 
tional  or  other  institutions  in  which  an  ad¬ 
visory  committeeman  is  serving  as  an  em¬ 
ployee,  officer,  member,  owner,  director, 
trustee,  advisor  or  consultant. 

f.  A  list  of  persons  who  were  asked  to  be¬ 
come  advisory  committeemen  and  who  de¬ 
clined.  The  reason  for  declining,  if  any  were 
given,  will  be  disclosed. 

The  Commissioner  will  Issue  In  the 
near  future  comprehensive  new  pro¬ 
cedural  regulations  In  21  CFR  Part  2 
that  will  Include  provisions  governing  all 
aspects  of  the  activities  of  advisory  com¬ 
mittees.  The  Commissioner  concludes 
that  detailed  consideration  of  the  ap¬ 
plication  of  the  Freedom  of  Information 
Act  to  advisory  committee  matters 
should  properly  be  dealt  with  in  those 
regulations,  rather  than  In  these  regu¬ 
lations,  and  an  appropriate  cross- 
reference  is  Included  in  1 4.118  for  this 
purpose. 


Color  Additive,  Food  Additive,  Anti¬ 
biotic  ,  New  Drug,  and  New  Animal 
Drug  Petitions,  Applications,  and 
Forms 

225.  The  proposed  regulations  pub¬ 
lished  in  May  1972  contained  specific 
amendments  to  existing  regulations 
dealing  with  color  additives,  food  addi¬ 
tives,  new  animal  drugs,  new  human 
drugs,  and  antibiotic  drugs.  Many  of  the 
provisions  present  issues  that  are  com¬ 
mon  to  some  or  all  of  these  regulations, 
as  well  as  to  the  provisions  in  $  4.111 
Data  and  information  submitted  volun¬ 
tarily  to  the  Food  and  Drug  Administra¬ 
tion.  For  example,  the  handling  of  re¬ 
quests  for  disclosure  of  test  protocols, 
assay  methods,  adverse  reaction  reports, 
and  manufacturing  methods  must  be  the 
same  for  all  of  these  various  types  of 
documents. 

Accordingly,  the  Commissioner  has 
grouped  together  all  of  the  comments  re¬ 
lating  to  common  issues  for  purposes  of 
analysis  and  discussion  in  this  preamble. 

226.  Questions  have  been  raised  with 
respect  to  the  status  of  data  and  in¬ 
formation  submitted  to  the  Food  and 
Drug  Administration  in  “master  files” 
which  are  subsequently  used  to  support 
individual  petitions  or  applications.  It 
was  suggested  in  comments  that  all 
master  file  material  should  remain  con¬ 
fidential. 

The  Commissioner  advises  that  data 
and  information  contained  in  a  master 
file  have  the  same  status  that  they  would 
have  in  a  petition  or  application.  The 
fact  that  they  are  included  in  a  master 
file  rather  than  directly  in  a  petition  or 
application  is  of  no  relevance. 

227.  Several  comments  questioned  the 
source  of  the  “public  policy,”  referred 
to  in  paragraph  5  of  the  preamble  to  the 
proposal,  which  favors  an  expanded 
public  disclosure  of  research  data  on 
safety,  functionality,  and  effectiveness 
in  contrast  to  the  position  the  Food  and 
Drug  Administration  has  taken  since 
1938  that  all  such  data  and  information 
ordinarily  represent  valuable  commercial 
property  and  trade  secrets  that  must  be 
retained  as  confidential.  It  was  suggested 
that  the  relevant  “public  policy”  to  be 
considered  was  that  set  forth  in  the 
House  and  Senate  reports  and  in  the 
Attorney  General’s  Memorandum.  The 
point  made  in  the  House  report  that  “a 
citizen  must  be  able  to  confide  in  his 
Government”  was  stressed  as  was  the 
statement  in  the  Attorney  General’s 
Memorandum  that  “[wlhere  similar 
property  In  private  hands  would  be  held 
in  confidence,  such  property  in  the  hands 
of  the  United  States  should  be  covered 
under  exemption  (b)  (4) .” 

The  Commissioner  advises  that  the 
“public  policy”  referred  to  in  paragraph 
5  of  the  preamble  to  the  proposal  is  that 
expressed  in  the  Freedom  of  Informa¬ 
tion  Act.  It  is  the  responsibility  of  the 
Food  and  Drug  Administration  to  con¬ 
form  with  this  mandate  of  Congress  re¬ 
gardless  of  what  Its  own  past  policies 
may  have  been. 

The  Commissioner  concludes  that  the 
final  regulations  manifest  a  proper  bal¬ 


ance  between  the  general  statutory  ob¬ 
jective  of  releasing  all  records  unless 
they  are  exempt  and  the  specific  statu¬ 
tory  exemptions  for  trade  secrets.  Those 
records  that  do  represent  valuable  com¬ 
mercial  information,  in  that  they  pro¬ 
vide  a  competitive  advantage,  will  not 
be  disclosed  to  the  public. 

228.  A  number  of  comments  requested 
clarification  of  the  intended  scope  of 
“safety,  effectiveness,  and  functionality 
data”  under  the  regulations. 

The  Commissioner  advises  that  this 
phrase  encompasses  all  data  from  animal 
and  human  tests  designed  to  show  safety 
and  effectiveness,  and  all  studies  and 
tests  conducted  to  establish  the  basic 
identity,  stability,  purity,  potency,  bio¬ 
availability,  performance,  and  usefulness 
of  the  product.  It  does  not  include  quality 
control  tests  continuously  conducted  on 
a  manufacturing  process  and  a  product 
to  establish  its  adherence  to  process  and 
product  specifications  or  adverse  reac¬ 
tion  reports  obtained  upon  marketing 
of  a  drug  or  similar  information.  All  of 
the  regulations  involved  have  been  re¬ 
vised  to  reflect  this  policy. 

229.  Requests  have  been  made  for 
safety,  effectiveness,  and  functionality 
data  and  information  contained  in  let¬ 
ters  requesting  opinions  on  the  food  or 
feed  additive  or  new  drug  or  new  animal 
drug  status  of  products  or  ingredients. 

The  Commissioner  advises  that  these 
matters  will  be  handled  as  follows : 

a.  If  the  request  relates  to  the  status 
of  a  food  or  feed  ingredient,  the  safety 
and  functionality  information  will  be 
made  available  to  the  public  immedi¬ 
ately. 

b.  If  the  request  relates  to  the  status  • 
of  a  drug  or  animal  drug  under  the  act, 

a  decision  as  to  what  information  is  dis- 
closable  must  await  the  response  of  the 
Food  and  Drug  Administration  to  the 
request.  If  it  is  decided  that  the  drug 
does  not  require  a  new  drug  application 
or  new  animal  drug  application,  the 
safety  and  effectiveness  data  will  be 
made  available  for  public  disclosure.  If 
the  decision  is  that  a  new  drug  appli¬ 
cation  or  new  animal  drug  application  is 
required,  such  data  and  information  will 
remain  exempt  from  disclosure  as  trade 
secrets  except  to  the  extent  that  any  of 
it  has  previously  been  made  public.  This 
is  the  procedure  presently  being  fol¬ 
lowed  under  the  OTC  drug  review  pur¬ 
suant  to  §  330.10(a)  (2)  of  the  regula¬ 
tions  (21  CFR  330.10(a)  (2) ) . 

Safety,  Effectiveness,  and  Function¬ 
ality  Data  and  Information  Contained 
in  Color  Additive,  Food  Additive,  and 
Antibiotic  Drug  Petitions  and  Forms 

230.  The  proposed  regulations  pub¬ 
lished  in  May  1972  established  the  same 
rules  for  release  of  safety,  functionality, 
and  effectiveness  data  contained  in  color 
additive,  food  additive,  and  antibiotic 
petitions  and  forms.  Under  the  Federal 
Food,  Drug,  and  Cosmetic  Act,  these 
three  types  of  petitions  and  forms  result 
in  public  regulations  rather  than  private 
licenses,  although  antibiotic  drugs  are 
subject  to  the  IND  provisions  of  the  law 
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prior  to  approval  for  marketing.  Accord¬ 
ingly,  it  was  concluded  that  the  safety, 
functionality,  and  effectiveness  data  do 
not  fall  within  the  trade  secrets  and  con¬ 
fidential  commercial  information  exemp¬ 
tion  and  thus  are  properly  made  avail¬ 
able  for  public  disclosure  regardless  of 
whether  the  petitioner  has  previously 
made  this  information  public. 

All  of  the  comments  received  with  re¬ 
spect  to  the  handling  of  these  matters 
have  been  grouped  together  for  purposes 
of  analysis  and  discussion  in  this  pre¬ 
amble. 

231.  It  was  pointed  out  in  some  com¬ 
ments  that  this  was  a  direct  about-face 
from  the  previous  position  of  the  Food 
and  Drug  Administration.  It  was  urged 
that  data  contained  in  food  and  color 
additive  petitions  and  antibiotic  drug 
forms  be  disclosed  only  to  Food  and  Drug 
Administration  consultants,  advisory 
committees,  and  special  government  em¬ 
ployees,  and  not  to  the  public. 

The  Commissioner  notes  that  there 
was  no  clear  policy  on  this  matter  in 
the  past,  and  that  in  any  event  the  policy 
of  the  Food  and  Drug  Administration 
prior  to  enactment  of  the  Freedom  of 
Information  Act  is  not  determinative 
with  respect  to  proper  implementation  of 
the  Freedom  of  Information  Act  at  the 
present  time.  The  Commissioner  con¬ 
cludes  that  the  safety,  functionality,  and 
effectiveness  data  contained  in  food  and 
color  additive  petitions  and  antibiotic 
drug  forms  have  no  trade  secret  value 
and.  since  they  are  often  published  in 
scientific  journals  or  given  to  customers 
or  scientists  or  disclosed  to  the  public 
in  other  ways,  are  not  customarily  re¬ 
garded  as  privileged.  Accordingly,  this 
type  of  material  does  not  qualify  as  con¬ 
fidential  either  under  the  trade  secret 
portion  of  the  exemption  or  under  the 
confidential  commercial  and  financial 
data  portion  of  the  exemption.  This  is  in 
contrast  to  other  information,  such  as 
manufacturing  procedures,  which  are  not 
customarily  so  disclosed  or  made  public. 

232.  Several  comments  objected  to  the 
statement  in  paragraph  5  of  the  pre¬ 
amble  to  the  proposed  regulations  pub¬ 
lished  in  May  1972,  to  the  effect  that 
research  data  for  food  additives  and 
color  additives  are  “not  the  type  of  com¬ 
mercial  information  customarily  re¬ 
garded  as  privileged.” 

The  Commissioner  disagrees  with  this 
comment  and  affirms  the  statement  made 
in  the  preamble  to  the  proposed  regula¬ 
tions.  A  number  of  comments  filed  by 
food  ingredient  manufacturers  did  not 
object  to  the  release  of  safety  and  func¬ 
tionality  data  for  food  additives  and 
color  additives.  In  the  intervening  2 
years,  all  such  data  have  been  made 
available  to  the  public.  Although  affected 
manufacturers  were  permitted  an  oppor¬ 
tunity  to  contest  such  disclosure  in  the 
courts,  no  such  lawsuits  were  filed.  Some 
manufacturers  have,  indeed,  affirma¬ 
tively  agreed  to  the  disclosure  of  such 
information.  Information  of  this  type  Is 
routinely  published  In  the  scientific  liter¬ 
ature  or  otherwise  distributed  to  Inter¬ 
ested  scientists,  potential  customers,  and 


others.  Accordingly,  the  Commissioner 
concludes  that  it  is  not  customarily  re¬ 
garded  as  confidential  commercial  in¬ 
formation. 

233.  A  comment  suggested  that  safety, 
effectiveness,  and  functionality  data  for 
food  additives,  color  additives,  and  anti¬ 
biotic  drugs  do  provide  an  advantage 
over  competitors  because  they  can  be  re¬ 
ferred  to  in  promotional  and  selling 
activities. 

The  Commissioner  rejects  this  com¬ 
ment.  Once  such  ingredients  or  products 
are  approved  by  the  Food  and  Drug  Ad¬ 
ministration  for  distribution  generally, 
the  use  of  such  data  by  a  particular  man¬ 
ufacturer  for  promotional  activities  can¬ 
not  reasonably  be  regarded  as  providing 
a  competitive  advantage. 

234.  One  comment  contended  that, 
even  if  food  additive  and  color  additive 
safety  and  functionality  data  provide  no 
competitive  advantage  in  the  United 
States,  they  do  provide  a  substantial 
competitive  advantage  in  obtaining  gov¬ 
ernmental  approvals  in  foreign  countries. 

The  Commissioner  concludes  that  the 
possibility  that  such  data  and  informa¬ 
tion  may  at  some  future  time  permit  a 
competitve  advantage  in  some  foreign 
country  is  too  conjectural  and  remote  to 
permit  the  conclusion  that  all  such  data 
and  information  fall  within  the  trade 
secrets  exemption.  In  the  event  that  spe¬ 
cific  facts  are  available  to  show  such  a 
competitve  advantage  with  respect  to  a 
particular  matter  in  a  specific  foreign 
country,  the  Commissioner  will  evaluate 
the  situation  to  determine  whether  it 
presents  the  “extraordinary  circum¬ 
stances”  under  which  the  material  will 
not  be  disclosed  pursuant  to  the  final 
regulations. 

235.  With  regard  to  the  safety,  effec¬ 
tiveness,  and  functionality  data  for  food 
and  color  additive  petitions  and  anti¬ 
biotic  drugs,  comments  stated  that  there 
was  no  justification  for  withholding  in¬ 
formation  until  the  regulations  are  is¬ 
sued.  It  was  argued  that,  if  this  infor¬ 
mation  does  not  provide  a  competitive 
advantage  when  such  approval  is 
granted,  since  all  manufacturers  are  then 
free  to  make  the  product,  it  is  question¬ 
able  whether  the  information  provides 
any  competitive  advantage  prior  to  ap¬ 
proval,  since  no  manufacturer  may  mar¬ 
ket  or  use  the  product  until  then.  It  was 
urged  that,  when  the  approval  is  granted 
for  minor  variations  in  formulations  of 
such  ingredients  or  products,  any  com¬ 
petitive  advantage  is  insignificant,  con¬ 
sidering  the  little  time  it  would  take  a 
competitor  to  start  production  by  using 
the  information  published  in  the  regula¬ 
tion.  As  a  positive  benefit,  it  was  argued 
that  release  before  the  regulation  was 
issued  might  trigger  research  w'hich 
might  contribute  to  the  making  of  a  more 
reasoned  decision  on  the  petition  or  anti¬ 
biotic  drug  form. 

The  Commissioner  agrees  with  the 
substance  of  this  comment.  Accordingly, 
the  final  regulations  provide  that  the 
safety  and  functionality  data  Contained 
in  color  additive  and  food  additive  peti¬ 
tions  will  be  made  available  for  public 


disclosure  when  the  notice  of  filing  of  the 
petition  is  published  in  the  Federal  Reg¬ 
ister.  Where  such  notice  of  filing  is  sub¬ 
stantially  delayed,  because  the  petition 
does  not  contain  sufficient  information 
and  further  testing  is  required,  the 
safety  and  functionality  data  submitted 
will  be  available  for  public  disclosure 
after  the  review  of  the  submission  by  the 
Flood  and  Drug  Administration  is  com¬ 
plete  and  the  petitioner  has  been  in¬ 
formed  of  the  deficiencies.  Similarly,  the 
safety  and  effectiveness  data  contained 
in  an  antibiotic  drug  form  will  be  avail¬ 
able  for  public  disclosure  when  the  Food 
and  Drug  Administration  issues  an  ap¬ 
proval  letter  to  the  manufacturer.  This 
usually  occurs  a  substantial  time  before 
an  antibiotic  drug  monograph  is  pub¬ 
lished  in  the  Federal  Register. 

The  Commissioner  believes  that  this 
approach  adequately  accommodates  any 
legitimate  desire  of  industry  to  main¬ 
tain  the  confidentiality  of  its  data  until 
a  reasonable  time  before  approval,  the 
need  for  the  Food  and  Drug  Adminis¬ 
tration  for  review  and  evaluation  of  the 
submission  before  it  is  released  to  the 
public,  and  the  right  of  the  public  for 
access  to  the  data  and  information  sub¬ 
mitted  in  order  to  make  meaningful 
comments  on  it  within  the  time 
permitted. 

236.  Comments  suggested  that,  if  food 
and  color  additive  petitions  and  anti¬ 
biotic  drug  forms  are  not  customarily 
privileged,  manufacturers  should  not  be 
permitted  to  show  “extraordinary  cir¬ 
cumstances”  to  justify  nondisclosure.  It 
was  emphasized  that  no  “extraordinary 
circumstances”  may  be  created  by  a 
manufacturer’s  plea  where  the  Freedom 
of  Information  Act  exemptions  do  not 
apply. 

The  Commissioner  advises  that  the 
provision  permitting  a  manufacturer  to 
show  “extraordinary  circumstances”  to 
justify  nondisclosure  was  included  in 
the  event  that,  on  rare  occasions,  cir¬ 
cumstances  may  arise  that  cannot  be 
foreseen  at  this  time  which  would  re¬ 
quire,  in  fairness,  that  material  not  be 
disclosed.  The  Commissioner  anticipates 
that  this  will  happen  on  very  few  oc¬ 
casions,  and  that  in  almost  all  instances 
this  type  of  information  will  promptly 
be  released  to  the  public.  In  order  to 
show  “extraordinary  circumstances,”  the 
manufacturer  must  demonstrate  that 
release  of  the  information  will  destroy  a 
competitive  advantage  that  he  would 
otherwise  enjoy,  that  he  will  be  hurt 
financially  as  a  result,  and  thus  that  it 
would  be  unlawful  or  unfair  to  release 
the  information  involved.  The  mere  fact 
that  the  information  may  be  embarras¬ 
sing,  or  may  require  removal  of  a  prod¬ 
uct  from  the  market,  or  may  disclose 
adverse  reactions,  or  may  be  of  interest 
to  others,  or  that  there  is  some  remote 
future  possibility  of  competitive  advan¬ 
tage,  or  that  others  might  conduct  du¬ 
plicative  research  which  would  be 
obviated  by  release  of  the  information, 
or  similar  arguments,  will  be  Insufficient 
to  justify  nondisclosure. 
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237.  Following  publication  of  the  pro¬ 
posed  regulations  in  May  1972,  some  food 
additive  petitions  were  submitted  to  the 
agency  marked  “confidential”  or  accom¬ 
panied  by  letters  stating  the  opinion  that 
the  information  contained  therein  was 
confidential. 

In  each  of  these  instances,  the  Food 
and  Drug  Administration  responded 
stating  that  the  petition  was  being  filed 
without  any  pledge  of  confidentiality.  In 
order  to  clarify  this  matter,  the  Commis¬ 
sioner  is  including  in  new  §  4.27  of  the 
final  regulations  a  statement  that  any 
such  gratuitous  designation  by  a  person 
submitting  a  petition  or  application  is  of 
no  legal  effect,  and  that  the  only  pledges 
of  confidentiality  that  will  be  made  by 
the  Food  and  Drug  Administration  are 
contained  in  these  final  regulations 
themselves  and  through  the  procedure 
established  in  new  §  4.44  of  the  regula¬ 
tions. 

Safety  and  Effectiveness  Data  for 
New  Drugs  and  New  Animal  Drugs 

238.  The  proposed  regulations  pub¬ 
lished  in  May  1972  established  the  same 
rules  for  release  of  safety  and  effec¬ 
tiveness  data  contained  in  new  drug  and 
new  animal  drug  applications.  Under 
the  Federal  Food,  Drug,  and  Cosmetic 
Act,  these  applications,  and  the  notices 
relating  to  investigational  use  of  new 
drugs,  result  in  private  licenses  rather 
than  in  public  regulations.  Accordingly, 
it  was  concluded  that  the  safety  and 
effectiveness  data  for  new  drugs  and 
new  animal  drugs,  including  antibiotic 
drugs  for  veterinary  use,  fall  within  the 
trade  secrets  exemption  and  thus  are 
not  available  for  public  disclosure  unless 
the  applicant  has  previously  made  the 
information  public  or  the  drug  has  been 
disapproved  or  withdrawn  from  the  mar¬ 
ket  or  the  drug  has  reached  the  stage 
where  it  may  be  marketed  without  sub¬ 
mission  of  such  data  to  the  agency  for 
approval. 

All  of  the  comments  received  with  re¬ 
spect  to  the  handling  of  these  matters 
have  been  grouped  together  for  pur¬ 
poses  of  analysis  and  discussion  in  this 
preamble. 

239.  Comments  suggested  that  the  pro¬ 
vision  in  the  proposed  regulations,  that 
the  existence  of  an  IND  will  not  be  dis¬ 
closed  unless  it  has  previously  been  “ac¬ 
knowledged”  by  the  sponsor,  is  too  vague, 
and  that  the  term  “publicly  disclosed” 
should  be  substituted  for  “acknowl¬ 
edged.” 

The  Commissioner  concurs  in  part  with 
this  comment,  and  uses  the  phrase  “pub¬ 
licly  disclosed  or  acknowledged”  in  the 
final  regulations.  Private  acknowledg¬ 
ment  of  the  existence  of  an  IND  to  a 
consultant  is  insufficient  to  constitute 
public  disclosure.  Discussion  with  other 
scientists  who  are  not  paid  consultants, 
however,  or  with  securities  analysts,  or 
acknowledging  the  existence  of  an  IND 
to  any  such  person,  is  sufficient  to  break 
the  confidentiality  of  the  existence  of  an 
IND.  The  Commissioner  notes  that  the 
existence  of  an  IND  is  often  common 
knowledge  within  the  industry  and  the 


scientific  world,  and  that  confidentiality 
of  such  information  is  becoming  more 
and  more  unusual. 

240.  Questions  have  arisen  as  to 
whether  the  existence  of  an  IND  notice 
can  be  regarded  as  confidential  com¬ 
mercial  information  if  the  drug  is  mar¬ 
keted  abroad  or  if  published  literature 
exists  on  the  drug. 

The  Commissioner  concludes  that  the 
existence  of  an  IND  notice  under  these 
circumstances  will  not  be  regarded  as 
confidential.  The  marketing  of  a  drug 
abroad  or  the  publication  of  information 
about  the  drug  constitutes  public  notice 
of  the  existence  of  the  drug  entity  and 
the  probability  that  the  company  will  be 
considering  marketing  it.  In  particular, 
scientific  discussion  of  the  drug  in  the 
United  States,  in  the  literature  or  in 
meetings,  clearly  discloses  the  existence 
of  an  IND. 

241.  Requests  have  been  received  for 
the  names  and  addresses  of  all  investi¬ 
gators  with  respect  to  an  investigational 
new  drug  where  the  existence  of  the  IND 
notice  has  been  publicly  disclosed  or 
acknowledged. 

The  Commissioner  concludes  that  a  list 
of  all  such  investigators  is.  confidential 
commercial  information.  If  such  a  list 
were  disclosed,  there  would  be  a  good 
possibility  that  competitors  could  deter¬ 
mine  the  progress  of  the  investigation, 
or  that  patients  would  seek  out  the  in¬ 
vestigators  to  determine  whether  they 
might  also  receive  the  investigational 
drug,  or  that  the  value  of  the  study  could 
be  destroyed  by  outside  interference. 

242.  A  request  was  received  for  the  cur¬ 
riculum  vitae  of  a  specific  person  who  is 
publicly  known  to  be  an  investigator  for 
a  particular  new  drug. 

The  Commissioner  concludes  that  a 
curriculum  vitae  is  properly  available 
for  public  disclosure  under  these  circum¬ 
stances.  Information  contained  in  a  cur¬ 
riculum  vitae  is  customarily  distributed 
in  a  public  fashion,  and  accordingly  such 
release  does  not  constitute  an  unwar¬ 
ranted  invasion  of  privacy. 

243.  A  comment  contended  that  all  IND 
information  should  be  available,  whether 
or  not  the  IND  has  been  terminated,  for 
the  protection  of  the  human  subjects  in¬ 
volved  in  the  drug  experiments.  The  com¬ 
ment  stated  that  there  is  increased  dan¬ 
ger  in  testing  subjects  because  of  the 
Food  and  Drug  Administration  policy  of 
allowing  drug  companies  to  experiment 
on  human  beings  before  animal  tests  are 
completed.  Without  disclosure,  it  was 
stated,  there  is  also  no  incentive  for  fol¬ 
lowing  up  on  patients  who  have  taken 
experimental  drugs. 

The  Commissioner  concludes  that  the 
present  law  precludes  such  release  of  the 
safety  and  effectiveness  data  in  an  ac¬ 
tive  IND  file  unless  it  has  previously 
been  publicly  disclosed.  The  remedy  for 
the  individual  who  has  participated  in 
the  testing  of  a  new  drug  is  to  obtain 
information  about  the  drug  from  the 
drug  company  involved.  Current  Food 
and  Drug  Administration  regulations  re¬ 
quire  such  disclosure,  and  thq  individual 
to  be  tested  also  has  the  option  of  not 


participating  in  the  test  unless  there 
is  full  disclosure  of  all  information,  in¬ 
cluding,  in  particular,  the  adverse  effects 
on  other  test  subjects.  Proposed  regula¬ 
tions  on  the  followup  of  test  subjects, 
and  a  petition  relating  to  requirements 
for  animal  tests  before  human  tests,  are 
presently  under  active  consideration. 

244.  Comments  contended  that,  once 
an  IND  is  terminated,  there  is  no  public 
benefit  to  be  obtained  from  the  dis¬ 
closure  of  information  in  it. 

The  Commissioner  concludes  that 
“public  benefit”  is  not  a  criterion  for 
determining  whether  information  shall 
be  disclosed  to  the  public  under  the 
Freedom  of  Information  Act.  Moreover, 
in  many  instances  there  will  be  a  defi¬ 
nite  public  benefit  from  such  disclosure. 

245.  Comments  stated  that  even  the 
irrevocable  and  final  termination  of  an 
IND  in  this  country  should  not  result  in 
disclosure  of  the  safety  and  effectiveness 
information  contained  in  it  if  the  same 
drug  is  being  marketed  elsewhere  in  the 
world. 

The  Commissioner  does  not  agree  with 
this  comment.  Even  the  pharmaceutical 
industry’s  comments  generally  agreed 
that  a  summary  of  safety  and  effective¬ 
ness  information  can  properly  be  dis¬ 
closed  to  the  public  without  violating 
the  trade  secrets  and  confidential  com¬ 
mercial  information  provisions  of  the 
law.  It  is  only  the  full  reports  that  may 
not  properly  be  disclosed,  because  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
requires  that  sueh  full  reports  are  neces¬ 
sary  in  order  to  obtain  an  approved  NDA. 

If  the  terminated  IND  contains  adverse 
information  with  respect  to  safety  and 
effectiveness,  therefore,  a  summary  of 
that  information  could  'properly  be 
released,  and  would  be  as  damaging  to 
foreign  marketing  as  would  the  full  re¬ 
ports  of  such  information. 

Moreover,  none  of  the  comments  sub¬ 
mitted  demonstrated  any  likelihood  that 
the  full  reports  of  such  Information,  as 
contrasted  with  summaries,  are  required 
under  foreign  law  in  order  to  justify 
marketing  abroad.  The  Commissioner 
therefore  concludes  that  any  such  possi¬ 
bility  of  competitive  advantage  is  too 
conjectural  and  remote  to  justify  invok¬ 
ing  the  trade  secrets  exemption  of  the 
Freedom  of  Information  Act.  Should  a 
specific  instance  arise  in  which  a  com¬ 
petitive  advantage  can  be  demonstrated 
in  concrete  terms,  a  manufacturer  is 
permitted  to  support  nondisclosure  of 
such  information  under  the  “extraor¬ 
dinary  circumstances”  exemption  pro¬ 
vided  in  the  final  regulations. 

246.  In  at  least  two  instances,  manu¬ 
facturers  have  requested  that  an  IND 
not  be  terminated  for  fear  that  such 
termination,  in  and  of  itself,  would  result 
in  the  information  in  the  IND  becoming 
available  for  public  disclosure. 

The  Commissioner  advises  that  the 
termination  of  an  IND  is  not  dispositive 
with  respect  to  the  availability  of  in- 
formatidn  contained  therein.  If  the  com¬ 
pany  can  demonstrate  that  the  matter  is 
still  under  active  development,  such  in¬ 
formation  will  retain  its  trade  secret 
status. 
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247.  In  one  instance,  a  request  was 
made  for  information  contained  in  an 
IND  file  for  which  human  clinical  studies 
had  been  discontinued  as  a  result  of 
adverse  animal  findings.  Hie  company 
requested  continued  confidentiality  of 
the  information  in  the  file  on  the  ground 
that  it  was  pursuing  additional  animal 
studies  in  order  to  reactivate  the  IND 
file  and  intended  eventually  to  pursue 
an  NDA. 

The  Commissioner  concludes  that,  un¬ 
der  these  circumstances,  safety  and  ef¬ 
fectiveness  information  contained  in  an 
IND  file  that  is  otherwise  confidential 
will  remain  confidential.  An  IND  is 
terminated  or  abandoned  only  after  all 
human  and  animal  work  with  respect  to 
the  drug  has  been  discontinued,  and  the 
data  and  information  contained  in  an 
END  which  are  otherwise  confidential 
will  not  be  disclosed  to  the  public  as  long 
as  the  matter  remains  open  and  active. 
Where  the  issue  is  in  doubt,  the  Food 
and  Drug  Administration  will  require 
submission  of  further  information  from 
the  person  who  submitted  the  IND.  Any 
statement  relating  to  the  future  in¬ 
tentions  of  that  person  with  respect  to 
the  IND  would  be  subject  to  the  False 
Reports  to  the  Government  Act,  18 
U.S.C.  1001. 

248.  One  comment  suggested  that  the 
IND  provision  be  clarified  to  state  that 
approval  of  an  NDA,  which  technically 
results  in  termination  or  discontinuance 
of  an  IND,  does  not  require  release  of 
all  of  the  confidential  information  con¬ 
tained  in  the  IND. 

The  Commissioner  advises  that  the 
IND  and  NDA  are  regarded  as  one  con¬ 
tinuous  process.  Indeed,  the  NDA  incor¬ 
porates  the  IND.  Accordingly,  upon  the 
filing  or  approval  of  an  NDA  the  material 
in  the  IND  has  the  same  status  as  the 
material  in  the  NDA.  The  final  regula¬ 
tions  make  this  clear. 

249.  The  proposed  regulations  pub¬ 
lished  in  May  1972  provided  that  a  list  of 
pending  new  drug  applications  would  be 
available  for  public  inspection. 

On  reconsideration,  the  Commissioner 
has  concluded  that  such  a  list  should  be 
made  available  only  for  new  drug  appli¬ 
cations  for  which  the  applicant  has  been 
advised  that  the  NDA  is  “approvable,” 
and  not  for  all  pending  new  drug  appli¬ 
cations.  The  existence  of  a  pending  NDA 
constitutes  confidential  commercial  in¬ 
formation  where  the  existence  of  clinical 
testing  has  not  previously  been  publicly 
disclosed  or  acknowledged.  Accordingly, 
the  final  regulations  have  been  revised 
to  state  that  the  list  will  include  only 
those  new  drug  applications  where  the 
company  has  been  advised  by  the  Food 
and  Drug  Administration  that  the  NDA 
is  approvable. 

250.  Comments  stated  that  the  fact 
that  a  company  has  filed  an  IND  or  is 
even  interested  in  a  particular  pharma¬ 
ceutical  area  may  well  be  a  trade  secret. 

The  Commissioner  concludes  that 
such  information,  although  not  a  trade 
secret,  is  properly  regarded  as  confiden¬ 
tial  commercial  information  that  will 
not  be  disclosed  to  the  public  by  the  Food 
and  Drug  Administration  unless  it  has 


previously  been  disclosed  or  acknowl¬ 
edged  to  any  member  of  the  public. 

251.  Comments  asserted  that  knowl¬ 
edge  of  a  pending  NDA  or  NADA  will  al¬ 
most  always  afford  a  competitor  an  ad¬ 
vantage  because  he  will  then  be  in  a 
position  to  adjust  his  marketing  strategy 
in  anticipation  of  a  competing  product. 
Hence,  the  very  fact  that  an  NDA  is 
pending  will  frequently  be  a  trade  secret. 

The  Commissioner  agrees  that  the  fact 
that  an  NDA  or  NADA  is  pending  is 
confidential  commercial  information 
that  will  not  be  disclosed  if  it  has  not 
previously  been  publicly  acknowledged  or 
disclosed.  The  trade  press  often  reports 
that  an  NDA  has  been  submitted  or  is 
pending  before  the  agency  and  frequent¬ 
ly  a  company  will  make  such  informa¬ 
tion  public  in  its  reports  to  stockholders. 

252.  Undoubtedly  the  most  persistent 
issue  raised  in  the  comments  relates  to 
the  disclosure  of  safety  and  effectiveness 
data  in  IND  and  NDA  files.  Comments  re¬ 
questing  disclosure  of  all  such  informa¬ 
tion  quite  properly  pointed  out  that  it  is 
important  to  scientists  and  physicians. 
Comments  opposing  disclosure  of  this  in¬ 
formation  quite  properly  pointed  out 
that  it  is  of  enormous  economic  value. 

The  Commissioner  concludes  that 
there  can  be  no  question,  under  present 
law,  about  the  tremendous  economic 
value  of  the  full  reports  of  the  safety  and 
effectiveness  data  contained  in  an  IND, 
NDA,  IN  AD,  or  NADA.  Such  information 
costs  hundreds  of  thousands,  and  in  some 
instances,  millions  of  dollars  to  obtain. 
Release  of  such  information  would  allow 
a  competitor  to  obtain  approval  from 
the  Food  and  Drug  Administration  for 
marketing  the  identical  product,  at  a 
mere  fraction  of  the  cost.  Present  law 
contains  no  provision  that  would  permit 
the  Food  and  Drug  Administration  to  re¬ 
fuse  to  approve  a  “me-too”  product  on 
the  basis  of  information  obtained  from 
the  first  manufacturer,  once  that  infor¬ 
mation  from  the  first  manufacturer  is 
disclosed. 

The  Commissioner  recognizes  the  im¬ 
portant  public  policy  issues  that  would 
be  raised  by  disclosure  of  such  trade 
secret  data.  The  public  is  dependent  upon 
private  pharmaceutical  manufacturers 
for  development  of  drugs.  In  some  in¬ 
stances  those  drugs  may  be  patented, 
but  in  other  instances  they  may  not  be 
patented.  If  a  manufacturer’s  safety  and 
effectiveness  data  are  to  be  released  upon 
request,  thus  permitting  “me-too”  drugs 
to  be  marketed  immediately,  It  is  entirely 
possible  that  the  incentive  for  private 
pharmaceutical  research  will  be  ad¬ 
versely  affected. 

The  Commissioner  does  not  believe 
that  this  issue  can  or  should  be  addressed 
by  the  Food  and  Drug  Administration 
alone.  Rather,  it  is  an  important  public 
policy  issue  that  can  and  should  be  ad¬ 
dressed  primarily  by  Congress.  Accord¬ 
ingly,  the  Commissioner  concludes  that, 
if  any  change  is  to  be  made  in  the  han¬ 
dling  of  the  full  reports  of  the  safety  and 
effectiveness  data  submitted  to  the 
agency  as  part  of  an  IND,  NDA,  INAD, 
or  NADA,  it  should  properly  be  made  by 
Congress  through  new  legislation,  and 


not  by  the  Food  and  Drug  Administration 
through  these  regulations. 

253.  Comments  argued  that  the  treat¬ 
ment  of  trade  secrets  in  the  proposed 
regulations  is  circular  since  the  “com¬ 
petitive  advantage”  acquired  is  one  that 
is  based  on  the  Food  and  Drug  Adminis¬ 
tration’s  own  regulatory  scheme. 

The  Commissioner  concludes  that 
there  does  not  appear  to  be  any  legal  or 
policy  reason  why  a  “competitive  ad¬ 
vantage”  for  purposes  of  determining 
whether  information  is  a  trade  secret 
may  not  be  one  obtained  from  a  statu¬ 
tory  scheme.  The  existing  regulatory 
scheme  is  one  created  by  the  Congress 
and  not  by  the  Food  and  Drug  Adminis¬ 
tration.  Data  that  no  longer  provide  a 
competitive  advantage — because  any 
competitor  may  lawfully  market  the 
product  involved,  or  because  the  infor¬ 
mation  has  otherwise  been  made  public, 
or  for  other  reasons — no  longer  qualify 
as  a  trade  secret  under  18  UJ3.C.  1905, 

21  U.S.C.  331  (J),  or  the  Freedom  of  In¬ 
formation  Act. 

254.  A  comment  objected  to  the  with¬ 
holding  of  NDA  information  on  the 
ground  that  it  grants  a  monopoly  that 
continues  forever,  since  in  order  to  mar¬ 
ket  an  approved  drug  a  company  must  do 
all  the  testing  required  to  show  safety 
and  effectiveness.  It  was  pointed  out  that 
this  may  cost  millions  of  dollars  and  has 
the  effect  of  limiting  the  market  to  the 
company  that  did  the  original  testing  and 
to  those  other  companies  which  are  per¬ 
mitted  by  a  first  company  to  incorporate 
by  reference  its  safety  and  effectiveness 
data  into  their  applications.  This  system, 
referred  to  as  a  “domestic  cartel,”  bars 
production  of  a  drug  because  of  the  ex¬ 
pense  of  reproducing  the  test  data,  irre-'' 
spective  of  whether  the  patent  has  ex¬ 
pired  or  is  declared  invalid  or  whether 
the  product  is  unpatentable  because  it  is 
a  “product  of  nature”  or  lacks  novelty. 
Further,  it  was  asserted  that,  once  a  drug 
was  tested,  there  was  no  social  gain  in 
requiring  duplication  of  the  testing  by 
other  companies. 

The  Commissioner  advises  that  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
requires  full  reports  of  safety  and  effec¬ 
tiveness  from  each  company  submitting 
an  NDA.  The  Food  and  Drug  Administra¬ 
tion  has,  on  a  number  of  occasions, 
pointed  out  to  Congress  the  effect  of  this 
requirement,  and  has  suggested  that 
Congress  consider  whether  this  policy 
should  be  retained  or  changed.  Congress 
has,  to  date,  not  taken  action  on  this 
matter. 

255.  Comments  questioned  whether 
animal  and  human  data  on  safety  and 
effectiveness  can  be  considered  a  “meth¬ 
od  or  process  which  as  a  trade  secret  is 
entitled  to  protection”,  within  the  mean¬ 
ing  of  section  301  (j)  of  the  Federal  Food, 
•  Drug,  and  Cosmetic  Act  (21  U.S.C.  331 
(j)). 

The  Commissioner  advises  that,  since 
1938,  It  has  been  the  consistent  admin¬ 
istrative  Interpretation  that  this  statu¬ 
tory  provision  can  encompass  animal  and 
human  data,  although  the  agency  did  not 
previously  have  a  clear  policy  as  to  when 
«uch  data  did  or  did  not  represent  trade 
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secrets.  This  longstanding  interpretation 
has  been  set  out  in  Food  and  Drug  Ad¬ 
ministration  manuals.  In  advisory 
opinions,  and  in  testimony  to  Congress. 
Accordingly,  the  Commissioner  concludes 
that  it  would  be  improper  for  the  Food 
and  Drug  Administration  to  make  an 
administrative  determination  reversing 
that  position  at  this  time.  Moreover,  re¬ 
gardless  of  the  scope  of  section  301  (j), 
the  Commissioner  concludes  that  the 
provisions  of  18  U.S.C.  1905  and  the  trade 
secrets  exemption  to  the  Freedom  of  In¬ 
formation  Act  are  clearly  applicable  to 
such  data. 

This  issue  was  recently  considered  in 
the  case  of  “Morgan  v.  FDA,”  495  F.2d 
1075  (D.C.  Cir.  1974) .  The  District  Court 
ruled  that  the  data  on  safety  and  effec¬ 
tiveness  contained  in  a  new  drug  ap¬ 
plication  are  exempt  from  disclosure 
under  all  three  statutes.  The  Court  of 
Appeals  ruled  that  such  data  can  prop¬ 
erly  be  encompassed  within  the  trade 
secrets  exemption  to  the  Freedom  of  In¬ 
formation  Act. 

256.  Comments  contended  that  the 
new  drug  license  system  results  in  “super¬ 
patents,”  and  that  by  using  drug  licens¬ 
ing  to  create  a  second  patent  system  the 
Food  and  Drug  Administration  permits 
companies  to  settle  private  patent  dis¬ 
putes  by  cross-licensing. 

The  Commissioner  advises  that  it  is 
Congress,  not  the  Food  and  Drug  Admin¬ 
istration,  that  has  created  the  new  drug 
licensing  system.  The  Commissioner  be¬ 
lieves  that  the  Department  of  Justice  and 
the  Federal  Trade  Commission  have  full 
legal  authority  to  prevent  any  collusive 
cross-licensing  agreements  within  the 
pharmaceutical  industry.  In  any  event, 
it  is  well  recognized  that  a  person  who 
owns  a  property  right  of  any  type  may 
contract  with  others  for  its  use.  Thus,  a 
company  may  sell  its  rights  in  an  NDA 
or  may  license  others  to  refer  to  it. 

257.  Comments  suggested  that  public 
policy  supports  the  release  of  all  safety 
and  effectiveness  data  for  new  drugs,  and 
contended  that  summaries  of  such  data 
are  insufficient  to  afford  adequate 
scientific  review.  It  was  pointed  out  that 
the  President’s  Commission  on  Federal 
Statistics  recommended  in  1971  that  all 
such  information  should  be  released. 
Comments  suggested  that  the  procedure 
for  release  of  this  type  of  information 
contained  in  the  Federal  Environmental 
Pesticide  Control  Act  of  1972  (Pub.  L.  92- 
516,  86  Stat.  973)  should  be  used. 

The  Commissioner  agrees  that  public 
policy  supports  release  of  all  safety  and 
effectiveness  data,  but  points  out  that 
present  statutory  law,  18  U.S.C.  1905 
and  21  U.S.C.  331  (j) ,  prohibits  such  re¬ 
lease.  The  Federal  Environmental  Pesti¬ 
cide  Control  Act  of  1972  contains  a  stat¬ 
utory  mechanism  for  protecting  a 
manufacturer’s  property  right  in  trade 
secret  data.  The  Commissioner  has  no 
authority  to  institute  such  a  system 
without  statutory  authorization  from 
Congress. 

258.  The  proposed  regulations  pub¬ 
lished  in  May  1972  would  have  required 
every  holder  of  a  previously  approved 


NDA  or  NADA  to  submit  a  summary  of 
confidential  safety  and  effectiveness 
data,  and  every  person  submitting  such 
an  application  in  the  future  to  include  , 
such  a  summary,  which  would  then  be 
revised  by  the  Food  and  Drug  Admin¬ 
istration  and  publicly  disclosed.  Present 
Food  and  Drug  Administration  regula¬ 
tions  require  that  an  NDA  or  NADA  con¬ 
tain  a  short  or  expanded  summary  of 
all  of  the  information  contained  in  the 
application.  In  addition,  these  applica¬ 
tions  are  review  thoroughly  by  Food  and 
Drug  Administration  personnel  who 
prepare  internal  memoranda  summariz¬ 
ing  the  information  they  contain,  evalu¬ 
ating  it,  and  setting  out  their  conclu¬ 
sions  and  recommendations  on  it.  During 
the  past  2  years,  requests  have  been 
made  for  the  various  summaries  in  NDA 
files  prepared  by  the  medical  officer,  the 
pharmacologist,  the  chemist,  and  in 
some  instances,  the  biostatlstlcian. 

The  Commissioner  concludes  that,  in 
view  of  the  fact  that  the  full  reports  of 
the  safety  and  effectiveness  data  con¬ 
tained  in  an  approved  NADA  or  NDA 
that  have  not  previously  been  disclosed 
to  the  public  constitute  trade  secret  in¬ 
formation  that  is  prohibited  from  public 
dissemination  pursuant  to  21  U.S.C.  331 
(j)  and  18  U.S.C.  1905,  it  is  Important 
that  summaries  of  all  such  data  and 
information  be  made  available  so  that 
scientists  and  members  of  the  public 
who  are  interested  will  have  an  oppor¬ 
tunity  to  determine  the  basis  on  which 
Food  and  Drug  Administration  decisions 
are'  made.  Accordingly,  the  Commis¬ 
sioner  has  concluded  that  summaries  of 
the  safety  and  effectiveness  data  and 
information  on  the  basis  of  which  an 
NDA  or  NADA  has  been  approved  should 
be  made  publicly  available. 

a.  The  Commissioner  recognizes  the 
difficulty  involved  in  Implementing  this 
decision  for  previously  approved  NDA’s 
and  NADA’s.  It  is  not  administratively 
feasible  to  prepare  new  summaries  at 
this  time  for  all  such  prior  approvals. 
Accordingly,  for  such  prior  approvals 
the  Commissioner  has  concluded  that 
internal  agency  records  that  describe 
such  data  and  information  will  be  made 
available  for  public  disclosure  upon  re¬ 
quest.  It  is  not  possible  to  state  exactly 
which  internal  records  will  be  adequate 
to  convey  this  information,  because  this 
may  vary  depending  upon  the  bureau 
involved,  the  administrative  procedures 
being  followed  at  the  time  the  approval 
was  granted,  and  various  other  factors. 
Such  records  will  include  internal  re¬ 
views  of  the  data  and  information,  ac¬ 
tion  memoranda,  a  summary  of  the  basis 
for  approval,  or  other  internal  memo¬ 
randa  sufficient  to  describe  the  safety 
and  effectiveness  data  and  information 
for  the  drug  involved. 

The  Commissioner  also  recognizes  that 
many  of  these  old  memoranda  were  pre¬ 
pared  solely  for  internal  consideration, 
and  may  contain  Information  that  is 
not  proper  for  public  disclosure.  For  ex¬ 
ample,  some  memoranda  may  mention 
the  names  of  patients  in  an  IND  study. 
Some  of  these  memoranda  also  contain 


criticism  of  investigations  to  which  the 
investigators  have  never  had  an  oppor¬ 
tunity  to  respond  and  other  inappropri¬ 
ate  gratuitous  comments  unnecessary  to 
an  objective  presentation  of  the  data  and 
information.  If  these  memoranda  had 
been  prepared  for  public  dissemination, 
such  information  and  comments  would 
not  have  been  included.  Accordingly,  the 
Commissioner  concludes  that  the  names 
of  patients  and  investigators  and  inap¬ 
propriate  comments  will  be  deleted  prior 
to  public  disclosure. 

On  the  other  hand,  the  Commissioner 
concludes  that  the  analysis,  discussion, 
conclusions,  and  recommendations  con¬ 
tained  in  such  memoranda  should  not  be 
deleted.  Such  material  could  properly  be 
withheld  from  public  disclosure  in  ac¬ 
cordance  with  the  exemption  for  intra¬ 
agency  memoranda,  but  the  Commission¬ 
er  believes  that  public  discussion  of  these 
matters  is  better  served  by  disclosure  of 
all  of  the  conclusions  and  recommenda¬ 
tions  set  out  in  the  memoranda,  with 
only  the  minimal  deletions  mentioned 
above.  In  some  instances,  this  will  dis¬ 
close  recommendations  which  the  Food 
and  Drug  Administration  concluded  not 
to  follow  at  the  time,  or  decisions  which 
have  subsequently  been  reversed.  The 
Commissioner  believes  that  such  disclo¬ 
sure  will  not  harm  the  regulatory  efforts 
of  the  agency,  but  indeed  will  serve  to 
foster  better  public  understanding  of  the 
internal  discussion  about  scientific  and 
medical  issues  that  must  always  charac¬ 
terize  an  open  and  responsive  regulatory 
agency. 

b.  For  NDA’s  and  NADA’s  approved  in 
the  future,  the  Commissioner  concludes 
that  somewhat  different  rules  should  ap¬ 
ply.  Rather  than  disclosing  internal  dis¬ 
cussion  memoranda,  it  is  more  appropri¬ 
ate  to  provide  for  preparation  of  a  single 
institutional  summary  stating  all  of  the 
data  and  information  relating  to  the 
safety  and  effectiveness  of  the  product 
on  the  basis  of  which  the  agency  action 
was  taken.  Moreover,  rather  than  wait 
until  a  request  is  made  for  such  a  sum¬ 
mary,  it  will  be  publicly  released  when 
the  approval  is  made. 

It  is  not  administratively  feasible  im¬ 
mediately  to  implement  this  new  re¬ 
quirement.  Accordingly,  the  Commis¬ 
sioner  concludes  that  NDA’s  and  NADA’s 
approved  on  or  after  July  1,  1975,  will 
be  the  subject  of  such  an  institutional 
summary  of  the  safety  and  effectiveness 
data  and  information.  This  will  provide 
sufficient  time  for  the  Bureau  of  Drugs 
and  the  Bureau  of  Veterinary  Medicine 
to  prepare  guidelines  for  such  summaries 
and  to  implement  this  new  policy  for 
those  applications  now  undergoing  re¬ 
view  within  the  agency. 

The  Commissioner  concludes  that,  for 
these  future  approvals,  the  summary  may 
be  prepared  in  one  of  two  alternative 
ways.  First,  the  relevant  bureau  may  re¬ 
quest  the  applicant  to  prepare  a  sum¬ 
mary  of  all  of  the  data  and  Information 
for  this  purpose,  which  the  bureau  will 
then  review,  revise,  and  release  at  the 
time  that  the  drug  is  approved.  It  would 
obviously  be  premature  to  require  that 
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this  summary  be  submitted  with  the 
NDA  or  NADA.  Rather,  where  this  al¬ 
ternative  is  utilized,  the  bureau  will  re¬ 
quest  submission  of  such  a  summary  at 
an  appropriate  time  near  approval  of 
the  application,  when  it  is  likely  that  all 
of  the  data  and  information  will  have 
been  submitted  and  fully  considered. 

The  second  alternative  way  for  pre¬ 
paring  such  a  summary  will  be  for  the 
bureau  to  prepare  its  own  summary, 
without  requesting  the  applicant  to  sub¬ 
mit  a  summary  for  this  purpose.  The 
Commissioner  concludes  that  this  ap¬ 
proach  may  well  be  appropriate  where 
the  application  and  internal  memoranda 
already  contain  various  summaries  and 
the  bureau  decides  that  submission  of 
another  summary  is  unnecessary. 

Once  the  requirement  for  an  institu¬ 
tional  summary  goes  into  effect  on  July  1, 
1975,  it  will  no  longer  be  necessary  or 
appropriate  for  the  Pood  and  Drug  Ad¬ 
ministration  to  release  other  internal 
discussion  memoranda  relating  to  ap¬ 
proval  of  NDA's  and  NADA’s.  This  insti¬ 
tutional  summary  will  collate  and  distill 
all  of  the  numerous  internal  memoranda 
relating  to  these  matters,  and  thus  will 
set  forth  in  a  comprehensive  way  the 
basis  for  the  approval.  Since  it  will  pur¬ 
posely  be  prepared  for  public  dissemina¬ 
tion,  it  is  unnecessary  for  the  final  regu¬ 
lations  to  state  that  these  new  sum¬ 
maries  will  not  violate  personal  privacy 
or  otherwise  contain  inappropriate  ma¬ 
terial 

c.  Finally,  the  Commissioner  notes 
that  the  rules  pertaining  to  summaries 
set  out  in  the  final  regulations  apply  to 
supplemental  and  abbreviated  NDA’s 
and  NADA’s  as  well  as  to  original  NDA’s 
and  NADA’s.  On  the  other  hand,  not 
every  supplemental  or  abbreviated  NDA 
or  NADA  is  sufficiently  different  to  Jus¬ 
tify  a  new  summary.  Accordingly,  it  will 
be  left  to  the  Judgment  of  the  bureau  to 
determine  whether  the  original  summary 
for  an  NDA  or  NADA  will  require  revi¬ 
sion  or  supplementation  to  reflect 
changes  made  by  approval  of  a  supple¬ 
mental  NDA  or  NADA.  Where  a  new  use 
or  substantially  different  dosage  is  ap¬ 
proved  such  revision  would  undoubtedly 
be  required,  but  where  only  such  matters 
as  manufacturing  controls  or  Ingredient 
sources  are  involved  no  change  would 
be  warranted. 

259.  A  number  of  comments  from  the 
pharmaceutical  Industry  agreed  with  the 
concept  of  making  public  a  summary  of 
the  information  on  safety  and  effective¬ 
ness  in  approved  new  drug  applications. 
Some  comments  agreed  with  the  proposal 
that  this  should  be  a  specially  prepared 
summary,  and  some  suggested  that  it 
should  be  the  summary  already  provided 
in  the  NDA. 

The  Commissioner  concludes  that  the 
rules  for  preparation  and  disclosure  of 
summaries  set  out  in  the  final  regula¬ 
tions  are  adequate  to  provide  for  infor¬ 
mation  to  the  public  on  the  safety  and 
effectiveness  data  on  the  basis  of  which 
an  NDA  or  NADA  is  approved,  with  min¬ 
imum  disruption  to  the  applicant  and 
the  Pood  and  Drug  Administration.  The 
Commissioner  concludes  that  it  would  be 


unduly  burdensome  to  require  prepara¬ 
tion  of  new  summaries  for  previously 
approved  drugs,  and  that  internal  mem¬ 
oranda  should  be  sufficient  to  describe 
the  basis  for  these  past  decisions.  The 
Commissioner  also  concludes  that  the 
institutional  summary  to  be  prepared 
and  released  to  the  public  for  all  approv¬ 
als  after  July  1.  1975,  may  properly  be 
prepared  solely  by  the  bureau  involved, 
or  may  be  based  upon  a  summary  spe¬ 
cially  submitted  by  the  applicant  for 
that  purpose.  None  of  these  summaries 
will  be  sufficient  for  a  competitor  to  sat¬ 
isfy  the  statutory  requirement  for  “full 
reports”  of  safety  and  effectiveness  in 
order  to  obtain  his  own  approved  appli¬ 
cation,  and  thus  the  trade  secret  status 
of  the  underlying  data  and  inform^ 
tion  will  be  preserved.  If  the  Commis¬ 
sioner  determines  that  this  is  not  suc¬ 
cessful  in  providing  adequate  summaries 
of  the  safety  and  effectiveness  data  to 
the  public,  the  matter  will  be  reopened 
for  consideration  of  alternative  methods 
of  achieving  this  purpose. 

260.  The  question  was  raised  in  com¬ 
ments  as  to  what  was  meant  by  “a  sum¬ 
mary  of  the  safety  and  effectiveness  data 
and  information  submitted”  which  was 
proposed  to  be  submitted  with  each  NDA 
for  release  to  the  public.  It  was  suggested 
that  a  “general”  summary  should  suffice 
for  the  needs  of  the  practicing  physician, 
the  consumer,  and  the  scientific  com¬ 
munity.  A  “detailed”  summary,  it  was 
believed,  would  ease  the  burden  of  a  sub¬ 
sequent  new  drug  applicant  in  this  coun¬ 
try  and  might  also  enable  such  a  manu¬ 
facturer  to  market  in  other  countries 
with  little  or  no  testing.  It  was  also  indi¬ 
cated  that  a  detailed  summary  might 
well  constitute  prior  disclosure  under  the 
patent  laws  of  one  or  more  foreign  coun¬ 
tries  and  therefore  prevent  the  original 
NDA  holder  from  obtaining  patent  pro¬ 
tection  in  those  countries.  It  was  also 
suggested,  because  of  the  trade  secret 
and  otherwise  confidential  nature  of  the 
underlying  data  involved,  that  the  manu¬ 
facturer  should  have  the  final  say  op  the 
content  of  any  such  summary,  and  that 
no  summary  change  be  made  without  the 
consent  of  the  manufacturer. 

The  Commissioner  concludes  that  the 
summaries  to  be  released  pursuant  to  the 
final  regulations  will  not  ease  the  burden 
on  a  subsequent  new  drug  applicant  in 
this  country  since  such  an  applicant 
would  nonetheless  be  responsible  for  run¬ 
ning  the  required  tests.  The  Commis¬ 
sioner  concludes  that  the  possibility  of 
competitive  advantage  abroad  is  specu¬ 
lative  and  remote.  Although  in  some  in¬ 
stances  the  bureau  may  wish  to  confer 
with  others,  including  the  applicant,  in 
preparing  the  institutional  summary, 
this  is  not  required  and  under  no  cir¬ 
cumstances  will  the  applicant  have  the 
final  say  on  its  contents. 

261.  Comments  asked  whether  submis¬ 
sion  of  a  summary  is  required  each  time 
a  supplemental  NDA  is  filed.  This,  it  was 
indicated,  would  be  an  unnecessary  du¬ 
plication  since  the  supplement  is  often 
directed  to  some  rather  mirjor  change  in 
the  labeling  of  the  product  with  no  rele¬ 
vance  to  the  previously  submitted  safety 
and  effectiveness  data. 


The  Commissioner  advises  that,  under 
the  final  regulations,  a  summary  will  be 
released  for  a  supplemental  NDA  or 
NADA  where  the  supplemental  applica¬ 
tion  has  a  significant  impact  on  safety 
or  effectiveness.  It  is  unnecessary  specifi¬ 
cally  to  mention  supplemental  appli¬ 
cations  in  the  regulations  because  a  sup¬ 
plemental  application  becomes  part  of 
the  original  application.  Thus,  consider¬ 
ation  of  revision  or  supplementation  of  a 
summary  is  required  whenever  a  supple¬ 
mental  application  is  approved. 

262.  Comments  complained  that  dis¬ 
closure  of  summaries  of  safety  and  ef¬ 
fectiveness  data  does  not  serve  the  pur¬ 
pose  of  the  Freedom  of  Information  Act 
since  outside  scientists  need  the  raw  data 
in  order  to  determine  whether  the  agency 
has  acted  wisely  in  a  given  instance.  It 
was  contended  that  release  of  a  summary 
would  serve  only  as  a  “public  relations 
stunt”  for  the  industry. 

The  Commissioner  concludes  that  the 
present  law  provides  the  Pood  and  Drug 
Administration  a  choice  between  release 
of  a  summary  or  release  of  no  safety  and 
effectiveness  information,  since  release 
of  the  complete  data  would  constitute 
disclosure  of  a  trade  secret  prohibited  by 
21  U.S.C.  331  (J)  and  18  U.S.C.  1905.  The 
release  of  a  summary  is  preferable  to  no 
release  of  information.  The  summary  will 
be  complete  enough  to  convey  both  the 
nature  of  the  experiment  and  the  scien¬ 
tific  data  generated. 

263.  Questions  have  arisen  as  to 
whether  the  Pood  and  Drug  Administra¬ 
tion  may  release  adverse  safety  data  sub¬ 
mitted  by  a  manufacturer  as  part  of  an 
IND  file  or  a  pending  NDA. 

The  Commissioner  concludes  that  the 
full  report  and  data  may  not  properly 
be  released,  but  that  a  summary  of  such 
data  may  be  released,  if  the  existence  of 
the  IND  or  pending  NDA  is  itself  not  con¬ 
fidential.  If  the  existence  of  the  IND  or 
pending  NDA  is  itself  confidential,  re¬ 
lease  of  a  summary  of  adverse  safety  data 
would  not  be  permitted. 

Because  the  Commissioner  concludes 
that  the  full  administrative  record  of  an 
IND  or  pending  NDA  represents  confi¬ 
dential  commercial  information  prior  to 
approval  of  an  NDA,  a  summary  of  safety 
or  effectiveness  data  in  an  IND  or  pend¬ 
ing  NDA  shall  be  made  public  only  on  a 
selective  basis,  in  a  way  that  will  not  re¬ 
veal  the  full  administrative  record.  Such 
a  situation-usually  occurs  when  the  mat¬ 
ter  is  under  consideration  by  a  Pood  and 
Drug  Administration  advisory  commit¬ 
tee.  This  policy  is  reflected  in  §  314.14(d) 
of  the  final  regulations. 

264.  Foreign  governments  have  dis¬ 
cussed  with  the  Pood  and  Drug  Admin¬ 
istration  the  possibility  of  exchanging 
data  and  information  on  the  safety  and 
effectiveness  of  investigational  and  mar¬ 
keted  drugs. 

The  Commissioner  concludes  that  the 
same  rules  will  apply  with  respect  to  dis¬ 
closure  of  such  information  to  foreign 
governments  as  apply  to  disclosure  to  the 
public.  This  will  permit  the  Pood  and 
Drug  Administration  to  provide  full  sum¬ 
maries  of  all  safety  and  effectiveness 
data  for  all  approved  NDA’s,  and  selected 
summaries  for  IND’s  and  pending  NDA’s 
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for  which  the  existence  of  an  IND  has 
been  publicly  disclosed  or  acknowledged. 
The  Commissioner  concludes  that  this 
will  adequately  satisfy  the  need  for  inter¬ 
national  exchange  of  Important  regula¬ 
tory  information  of  this  type. 

265.  Comments  were  received  that  ad¬ 
verse  safety  and  effectiveness  informa¬ 
tion,  which  might  lead  to  a  reduction  in 
use  of  a  drug  or  to  withdrawal  of  the  drug 
from  the  market,  is  properly  regarded 
as  confidential  commercial  Information 
because  it  can  adversely  affect  the  sales 
of  the  product.  Other  comments,  how¬ 
ever,  did  not  distinguish  between  adverse 
information  and  favorable  information, 
and  concluded  that  the  Pood  and  Drug 
Administration  could  properly  release 
summaries  of  all  material  relating  to 
safety  and  effectiveness. 

The  Commissioner  concludes  that  a 
summary  of  adverse  safety  and  effective¬ 
ness  Information  may  properly  be  made 
available  for  public  disclosure.  As  already 
discussed,  such  information  is  commonly 
published  in  the  scientific  literature  and 
distributed  to  the  scientific  community. 
Accordingly,  it  cannot  be  said  to  be  cus¬ 
tomarily  held  in  strict  confidence. 

266.  A  comment  stated  that,  for  an 
NDA  which  is  not  approved,  a  summary 
of  the  basis  of  the  refusal  should  be  re¬ 
leased. 

The  Commissioner  advises  that  the 
disapproval  letter  and  all  data  from  an 
NDA  which  has  received  final  agency  dis¬ 
approval  will  be  available  for  disclosure 
after  all  administrative  and  judicial  ap¬ 
peals  are  exhausted.  However,  such  rec¬ 
ords  will  be  released  only  where  the 
agency  disapproval  is  final,  and  not 
where  there  is  merely  an  intermediate 
determination  of  insufficient  data  for  ap¬ 
proval  and  the  applicant  continues  the 
work  needed  to  obtain  approval. 

267.  Comments  contended  that  all 
data  and  information  contained  in  an 
NDA  are  properly  held  in  confidence  for¬ 
ever  by  the  Pood  and  Drug  Administra¬ 
tion,  and  thus  cannot  be  disclosed  when 
the  drug  is  withdrawn  or  becomes  an  old 
drug  or  for  any  other  reason,  because 

(1)  the  legislative  history  of  21  U.S.C. 
331  (j)  indicates  that  all  such  informa¬ 
tion  was  to  be  regarded  as  trade  secrets, 

(2)  the  Food  and  Drug  Administration 
has  in  any  event  obligated  Itself  to  main¬ 
tain  the  confidence  of  this  information 
by  promises  made  to  industry  since  1938, 
and  (3)  the  agency  is  precluded  from 
changing  its  consistent  administrative 
interpretation  of  the  law  under  the  doc¬ 
trine  of  “Udall  v.  Tallman,”  380  U.S.  1 
(1965). 

The  Commissioner  concludes  that  the 
legislative  history  of  21  U.S.C.  331  (j) 
shows  that  Congress  simply  did  not  de¬ 
cide  the  issue  raised  in  these  regulations. 
Although  Congress  stated  that  all  trade 
secrets  in  new  drug  applications  were  to 
remain  confidential,  it  did  not,  in  the  re¬ 
ports  or  legislative  debate,  consider  or 
define  the  intended  scope  of  the  term 
“trade  secret.” 

The  Food  and  Drug  Administration 
has  since  1938  pledged  that  all  trade 
secret  information  contained  in  a  new 


drug  application  will  be  held  in  con¬ 
fidence,  and  has  stated  that  animal  and 
human  tests  can  fall  within  that  section. 
The  Pood  and  Drug  Administration  has 
not  previously  adopted  a  specific  defini¬ 
tion  of  “trade  secret,”  however,  or  delin¬ 
eated  the  precise  circumstances  under 
which  animal  and  human  data  do  or  do 
not  constitute  trade  secrets,  or  otherwise 
attempted  to  set  out  the  scope  of  that 
provision  of  the  law  in  the  detail  that  is 
done  in  these  regulations  and  this  pre¬ 
amble.  Moreover,  Congress  has  now  en¬ 
acted  the  Freedom  of  Information  Act, 
establishing  new  public  policy,  which  re¬ 
quires  reevaluation  and  clarification  of 
the  agency’s  prior  policy. 

The  Freedom  of  Information  Act  con¬ 
tains  a  congressional  mandate  to  release 
all  information  not  explicitly  prohibited 
or  exempt  from  public  disclosure.  The 
proposed  regulations  published  in  May 
1972  represent  the  Food  and  Drug  Ad¬ 
ministration’s  first  attempt  to  interpret 
and  apply  that  directive.  The  Commis¬ 
sioner  believes  that  the  policy  proposed 
there,  and  adopted  in  these  final  regula¬ 
tions,  represents  a  reasonable  accommo¬ 
dation  of  both  the  disclosure  provisions 
of  the  Freedom  of  Information  Act  and 
the  nondisclosure  provisions  contained 
in  21  U.S.C.  331  (J).  18  U.S.C.  1905,  and 
the  trade  secrets  exemption  from  the 
Freedom  of  Information  Act,  insofar  as 
they  apply  to  trade  secrets  and  other 
confidential  commercial  information. 

268.  Comments  contended  that  the 
fact  that  a  product  is  not  currently  being 
marketed  or  has  been  withdrawn  from 
the  market  does  not  prevent  that  prod¬ 
uct  from  being  entitled  to  trade  secret 
protection,  citing  “Harris  Manufactur¬ 
ing  Co.  v.  Williams,”  157  F.  Supp.  779 
(W.D.  Ark.  1957) ;  and  "Ferroline  Corp. 
v.  General  Aniline  Corp.,”  207  Fid  912 
(7th  Cir.  1953). 

The  Commissioner  does  not  concur 
with  this  comment,  and  believes  that  the 
cases  do  not  support  the  proposition  for 
which  they  are  cited.  In  the  “Harris” 
case,  the  court  noted  that  the  plaintiff 
had  not  abandoned  use  of  the  product 
in  question,  and  stated  that  the  mere 
fact  that  a  company  is  not  using  a  par¬ 
ticular  product  at  a  particular  time  does 
not  prevent  it  from  being  a  trade  secret. 
The  final  regulations  make  it  clear  that 
termination  or  disapproval  of  an  IND  or 
NDA  refer  to  final  termination  or  disap¬ 
proval,  not  to  some  Intermediate  step.  As 
is  discussed  elsewhere  in  the  preamble, 
continued  pursuit  of  the  IND  or  NDA 
will  be  sufficient  to  justify  the  continued 
confidentiality  of  the  safety  and  effec¬ 
tiveness  data  involved. 

In  the  “Ferroline”  case,  the  company 
had  conveyed  by  contract  its  rights  to  the 
trade  secret  to  another  party,  and  then 
later  regained  the  rights  to  that  trade 
secret  and  attempted  unsuccessfully  to 
re-enter  the  field.  The  gravamen  of  its 
complaint  was  that  the  misappropriation 
of  the  trade  secret  by  the  defendants 
precluded  successful  reentry.  The  court 
held  that  the  plaintiff  was  entitled  to 
bring  the  suit  notwithstanding  the  fact 


that  it  currently  was  not  utilizing  the 
trade  secret  in  question.  The  Commis¬ 
sioner  concludes  that  the  circumstances 
of  this  case  are  totally  different  from  any 
of  those  involved  in  the  final  regulations, 
and  thus  that  this  case  is  of  little,  if 
any,  relevance.  The  flna’  regulations  do 
recognize  that  a  property  right  in  a  trade 
secret  may  be  conveyed  by  contract.  In 
the  “Ferroline”  case,  however,  the  non¬ 
use  of  the  trade  secret  was  caused  by  the 
alleged  breach  of  confidentiality,  whereas 
in  the  final  regulations  promulgated  by 
the  Commissioner  there  can  be  no  au¬ 
thorized  release  until  the  product  is  not 
currently  being  marketed  or  has  been 
withdrawn  from  the  market. 

269.  The  major  argument  advanced  in 
comments  objecting  to  the  disclosure  of 
IND  and  NDA  safety  and  effectiveness 
data  after  disapproval  of  the  product  is 
that  the  events  upon  which  disclosure 
hinges,  e.g.,  termination,  discontinuance, 
approval,  etc.,  are  actually  irrelevant  to 
the  issue  of  whether  or  not  the  informa¬ 
tion  is  a  trade  secret.  It  was  contended 
that  a  number  of  competitive  advantages 
continue  to  exist  or  later  accrue  after 
such  an  event  occurs.  It  was  asserted 
that  simply  knowing  a  process  does  or 
does  not  work  is  worth  hundreds  of 
thousands  of  dollars  and  years  of  re¬ 
search  to  a  competitor.  Further,  such 
information  could  be  used  to  develop 
marketing  and  sales  literature  and 
provides  a  definite  advantage  to  its 
owner  In  obtaining  foreign  product 
registrations.  The  advantage  was 
thought  to  be  especially  strong  with  re¬ 
spect  to  marketing  in  countries  where 
there  is  little  or  no  patent  protection.  The 
advantage  in  the  foreign  market  situation 
could,  it  was  suggested,  be  so  great  as  to 
create  a  further  imbalance  against  the 
United  States  in  foreign  trade.  It  was 
indicated  that  a  discontinued  or  ter¬ 
minated  IND  or  NDA  may  be  reviewed 
and  reactivated  if  there  is  a  change  in 
scientific  knowledge.  It  was  argued  that 
drugs  subject  to  termination  may  be 
found  to  have  congeners  which  are  safer 
and  more  effective,  and  that  initial  in¬ 
vestigations  may  indicate  a  metabolite 
of  the  drug  under  study  is  the  more 
active  form  and  investigational  efforts 
may  be  diverted  to  studies  of  the  metab¬ 
olite.  Comments  stated  that  termina¬ 
tion  may  simply  be  the  result  of  a  deter¬ 
mination  at  that  point  in  time  to  use 
research  money  on  another  drug.  The 
data  in  an  investigational  file  may  later 
become  essential  when  related  drugs  are 
being  investigated.  Sucl.  data  can  form 
the  basis  of  cooperative  agreements  with 
other  drug  companies  or  universities  on 
renewed  trials  of  a  drug.  Comments 
contended  that  the  termination  of  one 
IND  or  NDA  and  disclosure  of  trade 
secrets  relating  to  it  may  affect  another 
IND  or  NDA  which  has  not  been  ter-, 
minated.  It  was  also  pointed  out  that  In¬ 
vestigations  voluntarily  terminated  here 
may  be  continued  abroad. 

The  Commissioner  concludes  that  ter¬ 
mination,  in  order  to  trigger  disclosure, 
must  be  final.  If  there  is  some  legitimate 
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reason  for  the  termination  being  only 
temporary,  data  and  Information  will 
not  be  disclosed.  The  regulations  also 
permit  a  showing  of  “extraordinary  cir¬ 
cumstances”  why  data  In  a  terminated 
file  should  not  be  disclosed.  A  situation  in 
which  one  IND  or  NDA  directly  affects 
another  might  be  viewed  as  an  extraor¬ 
dinary  circumstance.  Again,  the  pos¬ 
sibility  of  foreign  competitive  advantage 
is  too  speculative  and  remote  to  justify 
a  broad  exemption  from  disclosure  under 
the  Freedom  of  Information  Act. 

270.  Many  comments  based  objections 
to  the  release  of  any  safety  and  effec¬ 
tiveness  data  whatever  on  an  affidavit  by 
Henry  E.  Simmons,  M.D.,  former  Direc¬ 
tor  of  the  Bureau  of  Drugs,  dated  April 
5, 1971,  filed  in  the  United  States  District 
Court  in  the  case  of  “Morgan  v.  FDA.” 

The  Commissioner  advises  that  the 
position  taken  in  that  affidavit  no  longer 
represents  the  policy  of  the  Food  and 
Drug  Administration.  Subsequent  to  the 
preparation  of  that  affidavit,  the  Food 
and  Drug  Administration  made  a  com¬ 
prehensive  evaluation  of  the  status  of 
safety  and  effectiveness  data  for  drugs 
under  the  Freedom  of  Information  Act 
for  the  first  time  since  that  law  was 
passed.  The  results  of  that  evaluation 
were  set  out  in  the  proposed  regulations 
published  in  May  1972  and  in  the  brief 
subsequently  filed  by  the  Food  and  Drug 
Administration  in  the  United  States 
Court  of  Appeals  in  the  “Morgan”  case. 
The  recent  decision  of  the  United  States 
Court  of  Appeals  in  the  “Morgan”  case 
explicitly  recognizes  that,  because  of  the 
procedural  posture  of  that  case,  it  does 
not  provide  precedent  for  determining 
the  status  of  all  safety  and  effectiveness 
data  for  new  drugs.  The  Commissioner 
advises  that  the  proper  way  to  decide 
this  issue  will  be  through  a  declaratory 
judgment  action  contesting  either  the 
validity  of  these  final  regulations  or  the 
propriety  of  proposed  disclosure  of  par¬ 
ticular  information  in  a  specific  instance. 

271.  Comments  argued  that,  although 
safety  and  effectiveness  data  and  infor¬ 
mation  for  an  old  drug  may  no  longer  be 
a  “trade  secret,"  they  can  still  be  re¬ 
garded  as  “confidential  commercial  in¬ 
formation”  because  they  are  not  custom¬ 
arily  divulged  publicly: 

The  Commissioner  rejects  this  com¬ 
ment.  Such  data  no  longer  have  any 
commercial  value,  and  indeed  no  com¬ 
ment  suggested  any  reasonable  ration¬ 
ale  for  such  value.  Moreover,  scientific 
data  are  customarily  published  in  the 
scientific  literature  or  in  any  event  are 
made  available  to  physicians  and  scien¬ 
tists  for  review,  and  accordingly  are  not 
customarily  regarded  as  privileged  in¬ 
formation. 

272.  Comments  contended  that  con¬ 
fidentiality  of  safety  and  effectiveness 
data  should  not  cease  once  a  drug  be¬ 
comes  an  old  drug,  particularly  in  light 
of  the  fact  that,  under  the  decision  in 
“Bentex  Pharmaceuticals,  Inc.  v.  Rich¬ 
ardson,"  463  F.2d  363  (4th  Cir.  1972), 
the  Food  and  Drug  Administration  has 
no  authority  to  determine  old  drug 
status. 


The  Commissioner  notes  that,  upon 
appeal  in  that  case,  the  Supreme  Court 
held  that  the  Food  and  Drug  Administra¬ 
tion  has  primary  jurisdiction  to  decide 
the  new  drug/old  drug  status  of  a  drug. 
“Weinberger  v.  Bentex  Pharmaceuticals, 
Inc.,"  412  U.S.  645  (1973).  Since  the 
agency  will  be  in  a  position  to  settle  this 
issue  with  administrative  finality,  sub¬ 
ject  only  to  judicial  review,  there  should 
no  longer  be  any  confusion  with  respect 
to  the  time  at  which  safety  and  effective¬ 
ness  data  become  available  for  public  dis¬ 
closure. 

273.  Comments  argued  that  informa¬ 
tion  concerning  a  drug  on  which  a  patent 
is  pending  should  be  considered  prima 
facie  confidential. 

The  Commissioner  notes  that  a  patent 
application  may  or  may  not  be  granted. 

A  patent  which  has  been  granted  may 
run  out  before  the  new  drug  status  of  a 
product  is  terminated.  The  Freedom  of 
Information  Act  provides  no  special 
status  for  patented  products,  nor  does 
the  Federal  Food,  Drug,  and  Cosmetic 
Act.  For  these  reasons,  the  patent  status 
of  a  product  cannot  be  relied  upon  by 
the  Food  and  Drug  Administration  as 
determinative  or  indicative  of  whether 
information  concerning  that  product 
should  be  released  to  the  public. 

274.  Requests  have  been  received  for 
safety  and  effectiveness  information  with 
respect  to  a  new  drug  for  which  an 
NDA  is  effective  but  which  is  currently 
subject  to  the  drug  efficacy  study  im¬ 
plementation  (DESI)  review  program. 
Some  of  these  data  have  been  submitted 
after  publication  of  an  initial  DESI 
notice  but  prior  to  a  notice  of  opportunity 
for  hearing,  and  some  have  been  sub¬ 
mitted  in  response  to  a  notice  of  oppor¬ 
tunity  for  hearing  in  order  to  justify  a 
request  for  a  hearing. 

The  Commissioner  concludes  that 
such  data  and  information  have  the  same 
status  as  any  other  data  and  informa¬ 
tion  on  safety  and  effectiveness  contained 
in  the  NDA.  Prior  to  final  action  revoking 
an  NDA,  requests  for  data  and  informa¬ 
tion  will  be  handled  in  the  same  way  as 
requests  relating  to  any  other  approved 
NDA.  If  the  NDA  is  withdrawn,  after  all 
appeals  are  exhausted  the  data  and  in¬ 
formation  will  be  disclosed  in  the  same 
way  that  data  and  Information  are  dis¬ 
closed  for  all  other  NDA’s  for  which  ap¬ 
proval  is  denied  or  withdrawn. 

275.  Questions  have  arisen  as  to 
whether  an  approval  of  an  antibiotic 
drug  for  animal  use  is  a  private  license 
or  a  public  regulation,  and  thus  whether 
the  safety  and  effectiveness  data  are  or 
are  not  available  for  public  disclosure 
upon  such  approval. 

The  Commissioner  concludes  that,  al¬ 
though  antibiotic  drugs  for  animal  use 
were  formerly  subject  to  the  same  form 
of  approval  contained  in  section  507  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  as  are  antibiotic  drugs  for  human 
use,  l.e.,  a  public  regulation,  the  Animal 
Drug  Amendments  of  1968  (Pub.  It. 
90-399,  82  Stat.  342),  which  added  sec¬ 
tion  512  to  the  act  (21  U.S.C  360b), 
changed  this.  Under  section  512,  all  new 


animal  drugs,  Including  antibiotics,  re¬ 
quire  an  approved  NADA,  l.e.,  a  private 
license,  before  they  may  lawfully  be 
marketed.  Accordingly,  $  148.16  of  the 
final  regulations  states  the  same  dis¬ 
closure  rules  for  new  antibiotic  animal 
drugs  as  for  any  other  new  animal  drugs. 

276.  Comments  stated  that,  prior  to  the 
development  of  Form  FD-1800,  feed 
manufacturers  had  to  submit  essentially 
the  same  information  as  the  animal  drug 
manufacturer,  in  order  to  obtain  ap¬ 
proval  for  use  of  a  new  animal  drug.  It 
was  the  previous  understanding  that 
confidentiality  of  feed  manufacturers’ 
applications  and  related  files  would  be 
honored.  The  comments  stated  that  the 
Food  and  Drug  Administration  should 
honor  this  previous  understanding. 

The  Commissioner  advises  that  the 
Food  and  Drug  Administration  will  honor 
the  confidentiality  of  such  applications 
insofar  as  the  information  contained  in 
them  is  exempt  under  the  Freedom  of 
Information  Act.  In  accordance  with  the 
provisions  of  §  4.45,  any  request  for  in¬ 
formation  contained  in  such  applications 
will  be  discussed  with  the  manufacturer 
if  a  close  question  is  raised.  The  manu¬ 
facturer  will  be  given  the  opportunity  to 
assert  and  justify  confidential  status  for 
the  material  requested,  and  may  appeal 
to  the  courts  in  the  event  the  Food  and 
Drug  Administration  determines  that  the 
material  is  disclosable. 

277.  Questions  have  been  raised  as  to 
whether  food  additive  and  antibiotic 
petitions  and  forms  for  veterinary  drugs 
submitted  prior  to  the  effective  date  of 
the  Animal  Drug  Amendments  of  1968 
(Pub.  L.  90-399,  82  Stat.  342)  are  sub¬ 
ject  to  the  disclosure  rules  established 
for  these  petitions  and  forms  in  SS  121.51 
(h)  and  431.71  or  to  the  disclosure  rules 
established  for  new  animal  drug  appli¬ 
cations  in  SS  135.33a  and  146.16.  The 
Animal  Drug  Amendments  changed  the 
law  by  requiring  approval  of  an  indi¬ 
vidual  new  animal  drug  application  for 
every  new  animal  drug. 

The  Commissioner  advises  that  the 
rules  for  disclosure  will  depend  upon  the 
nature  of  the  approval  requested  or  ob¬ 
tained.  Accordingly,  the  food  additive 
petitions  and  antibiotic  forms  submitted 
for  animal  drugs  are  subject  to  the  dis¬ 
closure  rules  established  for  these  peti¬ 
tions  and  forms.  The  new  drug  applica¬ 
tions  submitted  for  veterinary  drugs 
prior  to  the  Animal  Drug  Amendments 
are  similarly  subject  to  the  disclosure 
rules  established  in  §  314.14. 

278.  Pursuant  to  the  Controlled  Sub¬ 
stances  Act  (Pub.  L.  91-513,  84  Stat. 
1236),  the  Secretary  of  Health,  Educa¬ 
tion,  and  Welfare  is  required  to  submit  to 
the  Attorney  General  a  scientific  and 
medical  evaluation  and  recommenda¬ 
tions  relating  to  the  scheduling  of  drugs. 
The  preparation  of  such  recommenda¬ 
tions  has  been  delegated  to  the  Com¬ 
missioner.  Requests  have  been  made  for 
copies  of  such  recommendations. 

The  Commissioner  advises  that  all  rec¬ 
ommendations  relating  to  the  Controlled 
Substances  Act  are  available  for  public 
disclosure. 
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A  Protocol  for  a  Test  or  Study  - 

279.  A  comment  contended  that  the 
amount  of  money  expended  in  develop¬ 
ing  a  protocol  should  be  irrelevant  to  its 
status  as  a  trade  secret,  and  that  the  only 
factors  that  should  properly  be  consid¬ 
ered  in  making  this  determination  is 
whether  it  gives  the  owner  an  opportu¬ 
nity  to  obtain  a  competitive  advantage 
and  whether  the  protocol  is  in  fact 
secret. 

The  Commissioner  does  not  concur 
with  this  comment.  Cost  is  one  factor, 
but  not  the  sole  factor,  in  determining 
whether  information  constitutes  a  trade 
secret.  However,  the  final  regulations 
refer  directly  to  the  exemption  for  trade 
secrets  and  confidential  commercial  in¬ 
formation  in  §  4.61,  rather  than  attempt 
to  specify  all  of  the  relevant  factors 
involved. 

280.  Comments  also  contended  that 
uniqueness  is  not  necessary  for  a  trade 
secret,  and  thus  that  this  element  should 
not  be  included  in  the  criteria  for  deter¬ 
mining  whether  a  protocol  constitutes  a 
trade  secret. 

The  Commissioner  concludes  that,  if 
a  protocol  is  not  distinguishable  in  a 
significant  respect  from  those  developed 
by  others,  it  cannot  be  regarded  as  pro¬ 
viding  a  competitive  advantage.  Never¬ 
theless,  the  regulations  have  been  revised 
to  refer  only  to  $  4.61,  rather  than  to 
attempt  to  set  out  the  various  criteria 
that  will  be  used  in  determining  when 
the  standards  set  out  in  8  4.61  are  met. 

281.  A  comment  stated  that  the  cri¬ 
teria  for  determining  the  trade  secret 
status  of  protocols  seem  to  have  elimi¬ 
nated  the  necessity  of  showing  that  a 
protocol  is  “used  in  one’s  business.”  It 
was  suggested  that  the  Restatement  defi¬ 
nition  should  apply,  and  that  there  must 
be  a  showing  of  commercial  value.  If 
protocols  are  not  trade  secrets  or  privi¬ 
leged  or  confidential  commercial  or  fi¬ 
nancial  information,  they  cannot  be 
withheld  under  any  other  exemption. 

The  Commissioner  advises  that  the 
criteria  proposed  in  order  to  show  that  a 
protocol  is  a  trade  secret  were  intended 
to  amplify  the  Restatement  definition, 
not  to  replace  it.  The  Restatement  defi¬ 
nition  does  apply  to  protocols,  as  well 
as  to  any  other  type  of  information  for 
which  trade  secret  status  is  claimed.  The 
final  regulations  make  this  clear. 

Adverse  Reaction  Reports,  Product  Ex¬ 
perience  Reports,  Consumer  Com¬ 
plaints,  and  Other  Similar  Data  and 
Information 

282.  The  primary  concern  expressed  in 
comments  about  release  of  this  type  of 
information  was  the  possibility  that  it 
may  frequently  be  “misinformation.”  It 
was  pointed  out  that  the  occurrence  of 
reaction  “B”  does  not  mean  that  "A” 
caused  it,  particularly  in  a  situation 
where  the  person  may  have  been  con¬ 
suming  more  than  one  product.  It  was 
further  asserted  that,  when  taken  out 
of  context,  adverse  reaction  data  are 
subject  to  misinterpretation,  particu¬ 
larly  by  a  layman  unqualified  to  analyze 
them.  As  protection  against  misinterpre¬ 


tation,  it  was  suggested  that  the  Food 
and  Drug  Administration  not  release  any 
adverse  reaction  information  until  a 
scientific  evaluation  has  been  made  of 
the  reaction  and  its  probable  causation. 
Industry,  it  was  asserted,  had  a  right  to 
expect  this  type  of  protection  from 
“cranks  and  dissidents.”  Alternatively, 
it  was  suggested  that  release  not  be  per¬ 
mitted  until  the  firm  involved  agrees.  It 
was  also  suggested  that  the  manufac¬ 
turer  be  given  an  opportunity  to  analyze 
reports  by  third  parties,  and  reply  to  the 
agency  before  the  reports  are  made  pub¬ 
lic,  in  order  to  provide  a  fair  and 
balanced  disclosure. 

The  Commissioner  rejects  the  pre¬ 
sumption  upon  which  the  bulk  of  the 
criticism  in  the  comments  is  based,  i.e., 
that  the  public,  scientists,  and  the  Food 
and  Drug  Administration  are  incapable 
of  making  responsible  judgments  on  this 
information.  This  type  of  information, 
when  released,  will  be  evaluated  in  the 
same  manner  as  any  other  Information 
that  is  publicly  available. 

283.  Questions  have  arisen  about  the 
status  of  reports  of  adverse  reactions  to 
drug  products  subject  to  the  require¬ 
ments  of  the  new  drug  or  prescription 
drug  sections  of  the  law.  Adverse  reac¬ 
tions  for  new  drugs  are  required  to  be 
reported  to  the  Food  and  Drug  Adminis¬ 
tration  pursuant  to  section  505  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
and  adverse  reactions  for  prescription 
drugs  must  be  furnished  to  the  Food 
and  Drug  Administration  pursuant  to 
the  factory  Inspection  provisions  in  sec¬ 
tion  704  of  the  act. 

The  Commissioner  advises  that  such 
adverse  reaction  information  is  available 
for  public  disclosure  with  only  the  names 
and  other  identifying  information  of 
individuals  deleted.  The  brand  name  of 
the  product  and  the  name  of  the  manu¬ 
facturer  will  not  be  deleted. 

284.  Questions  have  been  raised  as  to 
whether  adverse  reactions  reported  to 
an  IND  file  are  available  for  public 
disclosure. 

The  Commissioner  concludes  that  the 
same  rules  with  respect  to  disclosure  of 
adverse  reactions  should  apply  whether 
they  are  reported  to  an  IND  file  or  in  a 
pending  NDA.  Such  information  is  not 
available  for  public  disclosure  until  the 
NDA  is  approved  or  finally  disapproved 
or  withdrawn,  except  that  an  individual 
who  participates  in  a  study  involving  an 
investigational  new  drug  will  be  given 
a  copy  of  any  adverse  reaction  report 
relating  to  him.  Such  reports  are  re¬ 
quired  by  law  to  be  furnished  to  the  Food 
and  Drug  Administration.  The  Commis¬ 
sioner  concludes  that  furnishing  adverse 
reaction  reports  under  these  limited  cir¬ 
cumstances  raises  no  possible  issue  un¬ 
der  the  exemptions  for  privacy  or  trade 
secrets  and  confidential  commercial 
information. 

Product  Ingredients 

285.  Comments  stated  that  even  a 
simple  list  of  ingredients  in  a  product 
conirtdtutes  confidential  commercial  in¬ 
formation  which  provides  a  competitive 


advantage,  and  that  the  exemption  for 
a  particular  ingredient  is  not  helpful  be¬ 
cause  It  may  be  a  particular  combination 
of  all  ingredients  which  makes  the  pro¬ 
duct  unique  and  effective.  It  was  sug¬ 
gested  that  a  manufacturer  be  permitted 
to  show  that  the  entire  list  constitutes  a 
trade  secret. 

The  Commissioner  rejects  the  sugges¬ 
tion  that  a  list  of  ingredients  is  always 
confidential  commercial  information.  To 
conform  these  regulations  with  the  Drug 
Listing  Act,  however,  they  have  been  re¬ 
vised  to  state  that  inactive  ingredients  In 
drug  products  not  required  to  be  stated 
on  the  label  and  not  previously  disclosed 
to  the  public  are  not  available  for  public 
disclosure.  The  Commissioner  also  agrees 
that  a  combination  of  ingredients  as  well 
as  a  single  ingredient  may  qualify  for  ex¬ 
emption  and  the  final  regulations  have 
been  revised  to  reflect  this. 

286.  One  comment  stated  that  this  pro¬ 
vision  in  the  proposed  regulation  “is  just 
another  way  of  saying  that  excipient  ma¬ 
terials  that  are  well  known  do  not  con¬ 
tribute  significantly  to  the  performance 
of  the  product.”  The  choice  of  excipients, 
it  was  asserted,  was  arrived  at  by  a  con¬ 
siderable  expenditure  of  funds  and  it  was 
stated  that,  with  the  increasing  attention 
paid  to  bioavailability,  this  process  would 
become  more  costly.  This  regulation,  it 
was  concluded,  would  make  it  easier  for 
generic  drug  manufacturers  to  arrive  at 
superior  products  without  having  to 
conduct  research  and  experience  develop¬ 
mental  delay.  It  was  suggested  that  quan¬ 
titative  information  be  exempt  except  to 
the  extent  that  it  was  disclosed  on  the 
label  or  labeling  since  the  information 
required  for  public  health  already  ap¬ 
pears  there,  and  that  a  manufacturer 
should  not  have  to  defend  the  confiden¬ 
tiality  of  any  ingredient  information  by 
proving  it  unique. 

The  Commissioner  agrees  that  undis¬ 
closed  Inactive  ingredients  in  drugs  will 
be  handled  as  trade  secret  information. 

287.  A  comment  contended  that  an  in¬ 
gredient  should  be  regarded  as  a  trade 
secret  if  it  provides  a  competitive  advan¬ 
tage,  and  suggested  that  the  criteria  of 
uniqueness,  importance  to  the  product, 
and  knowledge  to  competitors  should  be 
deleted. 

The  Commissioner  intended  the  cri¬ 
teria  set  out  in  this  provision  of  the  pro¬ 
posed  regulations  to  amplify  the  phrase 
“competitive  advantage,”  and  believes 
that  they  are  an  adequate  reflection  of 
the  factors  which  comprise  competitive 
advantage  with  respect  to  ingredients. 
Nevertheless,  the  final  regulations  have 
been  revised  to  refer  directly  to  8  4.61 
rather  than  to  attempt  to  specify  all  of 
the  criteria  applicable  in  determining 
the  status  of  an  ingredient. 

Assay  Method  or  Other  Analytical 
Method 

288.  Comments  contended  that  an  as¬ 
say  method  is  a  trade  secret  regardless 
whether  it  must  be  available  to  permit 
other  manufacturers  to  comply  with  lim¬ 
its  established  under  Food  and  Drug  Ad¬ 
ministration  regulations. 
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The  Commissioner  does  not  agree  with 
these  comments.  For  many  years  the 
Food  and  Drug  Administration  has  rou¬ 
tinely  made  available  for  public  disclo¬ 
sure,  and  has  Included  In  its  widely  dis¬ 
tributed  manuals,  analytical  methods 
which  are  contained  in  petitions  and 
applications,  and  which  are  needed  for 
regulatory  assays  for  food  and  drugs. 
The  Association  of  Official  Analytical 
Chemists  (AO  AC)  publishes  official 
analytical  methods.  Other  methods  are 
frequently  published  in  the  scientific 
literature.  Accordingly,  methods  of  this 
type  are  not  customarily  regarded  as 
confidential  information.  Moreover,  such 
methods  are  needed  by  State  and  local 
officials  as  well  as  by  Federal  officials  to 
assure  compliance  with  legal  require¬ 
ments.  They  provide  no  competitive 
advantage  for  one  manufacturer  over 
another,  but  rather  permit  regulatory 
officials  to  assure  compliance  with  the 
law.  Even  if  such  methods  were  not  made 
publicly  available  to  competing  manu¬ 
facturers,  such  competitors  would  still 
be  permitted  to  market  the  products 
involved.  Thus,  the  failure  to  make  such 
methods  public  would  deter  only  regu¬ 
latory  activity  and  would  not  hinder  the 
marketing  of  competing  products.  Ac¬ 
cordingly,  the  Commissioner  concludes 
that  all  such  methods  will  be  made  pub¬ 
lic  except  where  they  serve  no  regulatory 
function  whatever.  The  final  regulations 
have  been  revised  to  state  this  policy. 

289.  A  comment  indicated  that  it  was 
not  clear  whether  the  Restatement  defi¬ 
nition  of  a  trade  secret  must  be  met 
before  assay  methodology  information 
will  be  retained  as  confidential.  It  was 
also  stated  that  if  the  assay  method  is 
not  required  for  the  approval  of  a  new 
drug,  it  does  not  provide  a  competitive 
advantage  and  therefore  cannot  be  re¬ 
garded  as  exempt. 

The  Commissioner  advises  that,  as 
with  any  other  information  in  the  pos¬ 
session  of  the  Food  and  Drug  Adminis¬ 
tration  which  is  to  be  exempt  from  dis¬ 
closure  as  a  trade  secret,  the  informa¬ 
tion  must  be  a  trade  secret  within  the 
meaning  of  .the  Restatement.  The  Food 
and  Drug  Administration  has  deter¬ 
mined  that  assay  methods  are  disclos- 
able  except  where  they  perform  no  reg¬ 
ulatory  function  and  are  shown  to  fall 
within  the  exemption  established  in 
S  4.61. 

Manufacturing  Methods  or  Processes, 
Including  Quality  Control  Procedures 

290.  Several  comments  noted  that, 
although  manufacturing  methods  and 
processes,  quality  control  procedures, 
and  quantitative  formulas  are  specifi¬ 
cally  exempt  from  disclosure  unless 
there  has  been  a  prior  public  disclosure, 
the  proposed  regulations  also  required 
all  data  to  be  marked  as  confidential 
and  adequate  grounds  given  to  justify 
each  individual  item  so  marked.  Clarifi¬ 
cation  of  these  seemingly  conflicting 
provisions  was  requested. 

The  Commissioner  advises  that  a  com¬ 
pany’s  manufacturing  methods  and  proc¬ 
esses,  quality  control  procedures,  and 


quantitative  formulas  are  per  se  exempt 
from  disclosure  unless  previously  dis¬ 
closed  or  later  abandoned,  and  need  not 
be  marked  as  confidential  or  specially 
justified.  A  manufacturer  need  not  sub¬ 
mit  a  statement  on  prior  public  dis¬ 
closure  or  subsequent  abandonment  un¬ 
less  so  requested  in  a  specific  situation 
by  the  Food  and  Drug  Administration. 

291.  The  technical  question  was  raised 
in  comments  as  to  whether  adjuvants, 
such  as  catalysts  or  polymerization  modi¬ 
fiers  used  in  a  secret  manufacturing 
process  for  a  polymer  used  as  a  food 
packaging  material,  would  be  available 
to  the  public. 

The  Commissioner  concludes  that,  if 
the  adjuvants  are  necessary  to  the  man¬ 
ufacturing  of  a  safe  product,  the  food 
additive  regulation  itself  must  disclose 
their  use.  If  they  are  not  necessary  for 
a  safe  product  and  are  exempt  from  reg¬ 
ulation  as  food  additives  but  are  de¬ 
scribed  as  part  of  the  manufacturing 
process  in  a  food  additive  petition  on  the 
final  polymer,  their  use  would  not  be 
disclosed  to  the  public  because,  under 
S  121.51(h)  (2)  (i)  of  the  final  regulations, 
a  manufacturing  process  is  regarded  as 
a  trade  secret  that  will  not  be  disclosed. 

Production,  Sales,  Distribution,  and 
Similar  Data  and  Information 

292.  No  comments  contended  that  pro¬ 
duction,  sales,  or  distribution  data  and 
information  should  be  available  for  pub¬ 
lic  disclosure. 

The  Commissioner  concludes  that  such 
information  is  per  se  exempt  from  public 
disclosure  unless  it  is  released  in  a  blind 
compilation  that  does  not  disclose  con¬ 
fidential  information,  and  that  it  need 
not  be  marked  as  confidential  or  other¬ 
wise  specially  justified.  The  only  form  in 
which  such  information  may  be  disclosed 
to  the  public  is  through  a  compilation 
which  aggregates  data  from  several 
sources,  in  a  way  that  does  not  reveal  the 
data  from  any  particular  source.  This 
form  of  blind  compilation  of  confidential 
commercial  Information  is  often  pre¬ 
pared  and  made  public  by  trade  associ¬ 
ations  and  the  Department  of  Commerce. 

293.  Questions  have  been  raised  about 
the  release  of  otherwise  confidential 
commercial  information,  such  as  sales 
figures  and  manufacturing  data,  after  a 
product  has  been  withdrawn  from  the 
market  and  abandoned. 

The  Commissioner  concludes  that  such 
Information  ordinarily  no  longer  repre¬ 
sents  confidential  commercial  informa¬ 
tion  or  trade  secret  data  once  the  product 
has  been  removed  from  the  market  and 
abandoned.  It  will  be  the  Commissioner’s 
practice  to  consult  with  the  company  in¬ 
volved  before  making  a  final  decision  on 
release  of  such  information,  however,  to 
determine  whether  there  are  future 
plans  for  remarketing  the  product  or 
whether  the  data  in  some  way  also  dis¬ 
close  confidential  Information  about 
other  products  that  remain  on  the 
market. 

294.  One  comment  requested  an 
amendment  to  the  regulations  to  provide 
that  the  amounts  and  the  Identity  of 


recipients  of  refunds  from  advance  de¬ 
posits  of  fees  paid  to  the  Food  and  Drug 
Administration  for  certification  services 
constitute  proprietary  information,  ex¬ 
empt  from  public  disclosure. 

The  Commissioner  concludes  that  such 
information  is  exempt  from  public  dis¬ 
closure  only  to  the  extent  that  it  may 
disclose  sales  data  or  the  share  of  indi¬ 
vidual  companies  in  the  market. 

Food  Standard  Temporary  Permits 

295.  Questions  have  arisen  about  the 
availability  for  public  disclosure  of  pe¬ 
titions  received  pursuant  to  8  10.5  of 
the  regulations  (21  CFR  10.5)  request¬ 
ing  a  temporary  permit  to  vary  from  a 
standard  of  identity,  or  an  extension  of 
such  a  permit. 

The  Commissioner  advises  that  all 
such  petitions  and  related  correspond¬ 
ence  are  available  for  public  disclosure 
upon  publication  of  the  notice  granting 
the  permit  in  the  Federal  Register,  ex¬ 
cept  to  the  extent  that  these  records 
contain  information  otherwise  exempt 
from  disclosure,  e.g.,  manufacturing  pro¬ 
cedures  or  quantitative  formulas.  Prior 
to  a  notice  in  the  Federal  Register 
granting  the  petition,  the  existence  of  the 
petition  is  properly  regarded  as  con¬ 
fidential  commercial  information,  since 
it  would  disclose  the  intent  of  the  com¬ 
pany  to  pursue  the  marketing  of  a  new 
product.  Once  such  a  notice  is  pub¬ 
lished,  however,  the  petition  can  no 
longer  be  regarded  as  confidential. 
Similarly,  a  request  for  extension  of 
the  permit  shall  be  available  for  public 
disclosure  if  and  when  it  is  granted,  since 
granting  such  an  extension  permits  other 
manufacturers  to  begin  marketing  under 
the  same  terms  and  conditions  as  the 
first  manufacturer.  A  new  paragraph 
(k)  is  added  to  8  10.5  to  state  this  policy. 

Processing  Records  for  Low-Acid 
Canned  Foods 

296.  The  Commissioner  published  In 
the  Federal  Register  of  May  14, 1973  (38 
FR  12716)  and  subsequently  amended 
in  the  Federal  Registers  of  January  29, 
1974  (39  FR  3750)  and  April  1,  1974  (39 
FR  11876),  new  regulations  governing 
emergency  permit  controls  for  thermally 
processed  low-acid  foods  packaged  in 
hermetically  sealed  containers  (21  CFR 
90.20) .  The  final  regulations  require  that 
manufacturers  subject  to  these  regula¬ 
tions  furnish  to  the  Food  and  Drug  Ad¬ 
ministration  various  records  relating  to 
their  processing.  Questions  have  arisen 
with  respect  to  the  status  of  such  records 
under  the  Freedom  of  Information  Act. 

The  Commissioner  advises  that  all 
such  records  constitute  manufacturing  or 
processing  records  that  fall  within  the 
trade  secret  exemption  from  the  Free¬ 
dom  of  Information  Act.  In  order  to  make 
this  policy  clear,  a  new  paragraph  (1) 
is  added  to  8  90.20  in  this  final  order. 

Cosmetic  Product  Information 

297.  The  Commissioner  has  promul¬ 
gated  regulations  relating  to  voluntary 
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registration  of  cosmetic  product  estab¬ 
lishments,  voluntary  filing  of  cosmetic 
product  ingredient  and  cosmetic  raw 
material  composition  statements,  and 
voluntary  filing  of  cosmetic  product  ex¬ 
periences  in  the  Federal  Registers  of 
April  11,  1972  (37  FR  7151)  and  Octo¬ 
ber  17,  1973  (38  FR  28914) .  The  recodi¬ 
fication  of  cosmetic  regulations  under 
a  new  Subchapter  G-— Cosmetics  was 
published  in  the  Federal  Register  of 
March  15,  1974  (39  FR  10054) .  Cosmetic 
manufacturers  have  informed  the  Food 
and  Drug  Administration  that  they  have 
delayed  the  filing  of  ingredient  and 
composition  statements  and  product  ex¬ 
perience  reports  pending  promulgation 
of  final  regulations  under  the  Freedom 
of  Information  Act  in  order  to  determine 
whether  such  information,  submitted 
voluntarily,  will  be  retained  as  confiden¬ 
tial  by  the  Food  and  Drug  Administra¬ 
tion  or  will  be  disclosed  to  the  public 
upon  request. 

Accordingly,  the  Commissioner  con¬ 
cludes  that  clarification  of  these  regula¬ 
tions  at  this  time  is  appropriate  in  order 
to  conform  them  with  the  provisions  of 
Part  4. 

298.  Section  710.7  of  the  regulations 
(21  CFR  710.7)  provides  that  a  copy  of 
Form  FD-2511  (Registration  of  Cosmetic 
Product  Establishment)  is  available  for 
public  inspection  in  its  entirety. 

It  is  the  Commissioner’s  understand¬ 
ing  that  no  question  has  been  raised 
about  the  public  disclosure  of  this  docu¬ 
ment  because  it  does  not  contain  infor¬ 
mation  relating  to  specific  products.  Ac¬ 
cordingly,  no  modification  in  this  provi¬ 
sion  is  warranted. 

299.  Section  720.8  of  the  regulations 
(21  CFR  720.8)  provides  that  Forms  FD- 
2512  (Cosmetic  Product  Ingredient  State¬ 
ment)  ,  FD-2513  (Cosmetic  Raw  Material 
Composition  Statement),  and  FD-2514 
(Discontinuance  of  Commercial  Dis¬ 
tribution  of  Cosmetic  Product  or  Cos¬ 
metic  Raw  Material),  and  amendments 
thereto,  must  be  clearly  marked  as  con¬ 
fidential  if  trade  secret  status  is  claimed. 
The  provision  states  that,  if  the  Food  and 
Drug  Administration  concludes  that  an 
item  so  marked  is  not  exempt  from  dis¬ 
closure,  the  matter  may  be  appealed 
within  the  agency  for  a  final  decision. 

The  Commissioner  concludes  that 
§  720.8  should  be  revised  to  make  it  con¬ 
sistent  with  the  general  provisions  con¬ 
tained  in  new  Part  4  as  promulgated  by 
these  final  regulations.  The  Commis¬ 
sioner  further  concludes  that,  by  incor¬ 
porating  the  procedural  safeguards  con¬ 
tained  in  new  §  4.44  and  clarifying  the 
status  of  voluntary  ingredient  disclosures 
in  §  4.111,  and  adopting  the  principles 
for  disclosure  enunciated  in  the  other 
provisions  of  Part  4,  any  questions  about 
the  status  of  the  information  contained 
in  these  forms  will  be  resolved. 

300.  Section  730.7  of  the  regulations 
(21  CFR  730.7)  provides  that  Forms  FD- 
2704  (Cosmetic  Product  Experience  Re¬ 
port),  FD-2705  (Cosmetic  Product 
Unusual  Experience  Report),  and  FD- 
2706  (Summary  Report  of  Product  Ex¬ 
perience  by  Product  Categories)  shall  be 
handled  in  accordance  with  the  final 


regulations  to  be  published  by  the  agency 
under  the  Freedom  of  Information  Act. 

The  Commissioner  is  therefore  also 
amending  §  730.7  to  include  the  rules 
laid  down  in  the  final  regulations  estab¬ 
lished  in  Part  4.  The  Commissioner  con¬ 
cludes  that  these  rules  will  adequately 
protect  against  unfair  disclosure  of  mate¬ 
rials  regarded  by  the  industry  as  con¬ 
stituting  important  confidential  commer¬ 
cial  information  and  at  the  same  time 
assure  that  information  that  is  of  major 
importance  to  Food-  and  Drug  Adminis¬ 
tration  regulatory  programs  will  in  fact 
be  submitted. 

301.  Questions  have  arisen  as  to  the 
procedure  by  which  a  person  who  has 
submitted  a  request  for  confidentiality 
of  cosmetic  ingredient  information  pur¬ 
suant  to  Part  720  may  appeal  a  decision 
by  the  Bureau  of  Foods  that  the  informa¬ 
tion  does  not  constitute  a  trade  secret 
and  thus  is  available  for  public  disclosure 
pursuant  to  the  Freedom  of  Information 
Act. 

The  Commissioner  concludes  that  the 
procedure  established  in  new  §  4.44  is 
properly  used  to  resolve  any  issues  of  this 
nature,  prior  to  submission  of  the  infor¬ 
mation  involved.  Since  this  determina¬ 
tion  controls  the  question  whether  the 
ingredient (s)  involved  must  be  labeled 
pursuant  to  §701.3  (21  CFR  701.3), 
which  was  published  in  the  Federal 
Register  of  October  17,  1973  (38  FR 
28912),  an  adverse  determination  con¬ 
stitutes  final  agency  action  that  may  be 
challenged  in  the  courts.  Section  720.8  is 
revised  to  reflect  these  conclusions. 

The  Commissioner  realizes  that  a 
number  of  cosmetic  companies  have  al¬ 
ready  submitted  ingredient  information 
with  a  request  for  confidentiality  pursu¬ 
ant  to  Part  720.  In  order  to  deal  fairly 
with  all  of  these  submissions,  the  Com¬ 
missioner  has  concluded  that  all  such 
requests  for  confidentiality  will  now  be 
handled  pursuant  to  the  procedure  es¬ 
tablished  in  new  §  4.44.  In  the  event  that 
it  is  determined  that  the  information  in¬ 
volved  is  not  confidential,  the  company 
will  have  the  opportunity  to  withdraw 
the  information  or  to  submit  it  without  a 
pledge  of  confidentiality.  This  will  place 
those  manufacturers  who  have  already 
submitted  this  information  to  the  Food 
and  Drug  Administration  on  an  equal 
footing  with  those  who  have  delayed  such 
submission  until  the  procedures  for  re¬ 
view  of  confidentiality  were  clarified. 

Biological  Drugs 

302.  Subsequent  to  publication  of  the 
proposed  regulations  in  May  1972,  juris¬ 
diction  over  section  351  of  the  Public 
Health  Service  Act  (42  U.S.C.  262) ,  which 
governs  the  licensing  of  biologies,  was 
transferred  to  the  Food  and  Drug  Ad¬ 
ministration.  Under  section  351,  a  bio¬ 
logic  must  be  licensed  by  the  Food  and 
Drug  Administration  before  it  may  law¬ 
fully  be  shipped  in  interstate  commerce. 
Unlike  the  regulation  of  human  and 
animal  drugs,  all  biological  products  are 
required  to  undergo  clinical  testing  in 
order  to  demonstrate  safety,  purity,  po¬ 
tency,  and  effectiveness  prior  to  licens¬ 
ing,  regardless  whether  other  versions  of 


the  same  product  are  already  marketed 
or  standards  for  the  product  have  been 
adopted  by  rule  making.  Indeed,  many  of 
the  existing  standards  require  specific 
clinical  testing  before  approval  will  be 
granted.  This  is  required  because  all  bi¬ 
ological  products  are  to  some  extent  dif¬ 
ferent  and  thus  each  must  be  separately 
proved  safe,  pure,  potent,  and  effective. 
Although,  like  an  approved  NDA,  a  li¬ 
cense  to  manufacture  a  particular  bi¬ 
ologic  is  a  private  license  that  is  ap¬ 
plicable  only  to  a  single  manufacturer,  a 
biologies  license  is  under  no  circum¬ 
stances  granted  by  the  Food  and  Drug 
Administration  to  a  second  manufacturer 
based  upon  published  or  otherwise  pub¬ 
licly  available  data  and  information  on 
another  manufacturer’s  version  of  the 
same  product.  Under  section  351  of  the 
Public  Health  Service  Act,  biologies  never 
become  “old  drugs’’  and  cannot  be 
marketed  solely  on  the  basis  of  an  exist¬ 
ing  product  standard  published  in  the 
Federal  Register.  There  is  no  such  thing 
as  a  “me-too”  biologic. 

Thus,  the  regulatory  scheme  for  bi¬ 
ologies  is  quite  different  from  the  meth¬ 
ods  by  which  new  drugs  and  antibiotic 
drugs  are  controlled  under  sections  505 
and  507  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C.  355  and  357) . 

Accordingly,  the  Commissioner  con¬ 
cludes  that  the  safety  and  effectiveness 
data  for  a  biologic  regulated  under  sec¬ 
tion  351  of  the  Public  Health  Service  Act 
is  not  properly  classified  as  a  trade  se¬ 
cret.  Such  data  afford  no  competitive  ad¬ 
vantage  beeause,  unlike  the  situation 
with  new  drugs,  no  competitor  can  uti¬ 
lize  it  to  gain  approval  for  his  product. 
Moreover,  since  such  data  are  routinely 
published  in  the  scientific  literature,  they 
do  not  fall  within  the  confidential  com¬ 
mercial  information  exemption.  New 
§§  601.7  and  601.8  are  added  to  the  ex¬ 
isting  regulations  for  biologies  to  state 
this  policy. 

303.  During  the  past  2  years,  requests 
have  been  made  for  various  types  of  in¬ 
formation  contained  in  Food  and  Drug 
Administration  files  relating  to  approval 
of  particular  lots  of  a  biologic. 

The  Commissioner  concludes  that  all 
forms  used  within  the  Bureau  of  Bio¬ 
logies  to  show  what  testing  has  been  un¬ 
dertaken  by  the  Bureau  on  a  particular 
lot,  the  results  obtained,  and  whether 
approval  was  granted,  are  available  for 
public  disclosure.  All  documants  showing 
the  manufacturer’s  testing  of  a  particu¬ 
lar  lot  will  also  be  released,  except  to 
the  extent  that  it  would  show  the  vol¬ 
ume  of  the  drug  produced,  manufac¬ 
turing  procedures  and  controls,  yield 
from  raw  materials,  costs,  or  other  sim¬ 
ilar  confidential  commercial  information. 
New  §  601.8  reflects  this  policy. 

Federal  Hazardous  Substances  Act 

304.  Jurisdiction  over  the  Federal  Haz¬ 
ardous  Substances  Act  has  been  trans¬ 
ferred  to  the  Consumer  Product  Safety 
Commission  pursuant  to  the  Consumer 
Product  Safety  Act  (Pub.  L.  92-573,  86 


FEDERAL  REGISTER,  VOL.  39,  NO.  248— TUESDAY,  DECEMBER  24,  1974 


41642 


RULES  AND  REGULATIONS 


Stat.  1207;  15  U.S.C.  2051  note),  as  pub¬ 
lished  in  the  Federal  Register  of  Sep¬ 
tember  27,  1973  (38  FR  27012). 

Accordingly,  the  proposed  amendment 
of  §  191.213  (21  CFR  191.213)  is  with¬ 
drawn. 

Reliance  Upon  Food  and  Drug  Ad¬ 
ministration  Freedom  op  Informa¬ 
tion  Files 

305.  In  preparing  the  final  regulations, 
the  Commissioner  has  relied  both  upon 
the  extensive  comments  filed  on  the  pro¬ 
posed  regulations  published  in  May  1972, 
and  upon  the  numerous  requests  for  doc¬ 
uments  received  by  the  agency  since  en¬ 
actment  of  the  Freedom  of  Information 
Act.  Accordingly,  the  Commissioner 
hereby  incorporates  by  reference  the 
Freedom  of  Information  files  of  the 
agency  as  part  of  the  administrative 
record  on  which  the  decision  on  these 
final  regulations  is  based. 

Additional  Time  for  Comment 

306.  The  final  regulations  promul¬ 
gated  in  this  final  order  reflect  both  the 
proposal  published  in  May  1972  and  the 
actual  practice  of  the  Food  and  Drug 
Administration  in  handling  requests  for 
documents  in  the  intervening  2  years. 
Comments  submitted  on  the  proposal 
and  requests  for  documents  during  the 
past  2  years  have  raised  most  of  the  is¬ 
sues  discussed  in  this  preamble  and  re¬ 
solved  in  the  final  regulations.  Accord¬ 
ingly,  these  regulations  embody  very  few 
new  decisions. 

The  Freedom  of  Information  Act  is  a 
self -executing  statute  for  which  no  reg¬ 
ulations  are  required  for  implementa¬ 
tion.  The  Food  and  Drug  Administration 
is  therefore  obligated  to  disclose  docu¬ 
ments  not  specifically  exempt  from  dis¬ 
closure  regardless  of  the  existence  of 
published  rules  of  the  type  promulgated 
in  this  final  order. 

Accordingly,  the  Commissioner  con¬ 
cludes  that  these  regulations  will  become 
effective  30  days  after  publication  in  the 
Federal  Register. 

Nevertheless,  the  Commissioner  rec¬ 
ognizes  that  it  has  been  over  2  years 
since  these  regulations  were  first  pro¬ 
posed,  that  the  final  regulations  incor¬ 
porate  some  new  decisions  not  specifi¬ 
cally  dealt  with  in  the  proposal  or  the 
comments,  and  that  sound  public  policy 
supports  allowing  time  for  comment 
wherever  feasible.  Accordingly,  the  Com¬ 
missioner  is  providing  an  additional  60 
days  within  which  to  present  further 
brief  comments  on  issues  not  raised  by 
the  initial  comments  and  discussed  in 
this  preamble.  The  Commissioner  will 
then  rule  on  those  comments  very  expe¬ 
ditiously  and  will  publish  an  additional 
order  ruling  upon  any  such  matters. 

The  Commissioner  advises  that  com¬ 
ments  submitted  within  this  additional 
period  should  address  new  issues,  and 
should  not  reopen  matters  raised  by  the 
initial  proposal  and  fully  discussed  in 
this  preamble.  The  Commissioner  is  par¬ 
ticularly  interested,  for  example,  In  any 
comments  on  the  new  portions  of  the 
procedural  regulations  contained  in  Sub¬ 


part  B  of  Part  4  and  on  the  new  pro¬ 
visions  relating  to  biological  drugs,  as 
well  as  on  any  other  similar  provisions 
which  were  not  covered  in  the  proposal 
and  the  comments  received  on  it. 

The  Commissioner  concludes  that  the 
entire  final  order  will  become  effective 
(.insert  date  30  days  after  date  of  pub¬ 
lication  in  the  FEDERAL  REGISTER ), 
and  that  all  of  the  provisions  will  be  im¬ 
plemented  pending  reconsideration  of 
any  specific  provisions  as  a  result  of  the 
receipt  of  additional  comments.  This  will 
work  no  hardship  since,  if  any  close  or 
controversial  issues  arise,  the  Commis¬ 
sioner  will  utilize  the  provisions  of  §  4.45 
to  consult  with  any  person  who  may  be 
adversely  affected  by  disclosure  of  infor¬ 
mation,  and  that  person  will  have  the 
opportunity,  as  set  forth  in  S  4.46,  to  seek 
judicial  determination  on  the  issue  of 
disclosure  in  the  event  that  he  disagrees 
with  the  Commissioner’s  conclusion. 

Judicial  Review  of  Final  Regulations 

307.  The  Commissioner  notes  that  one 
of  the  major  purposes  of  the  initial  pro¬ 
posal  published  in  May  1972  and  these 
final  regulations  is  to  settle  the  status 
under  the  Freedom  of  Information  Act 
of  every  category  of  document  contained 
in  Food  and  Drug  Administration  files, 
in  order  to  avoid  ad  hoc  decisions  and 
to  facilitate  prompt  handling  of  re¬ 
quests  for  records. 

The  comments  disclose  a  wide  diver¬ 
gence  of  opinion  with  repect  to  the  rules 
contained  in  these  final  regulations. 
Some  comments  stated  that  far  too  much 
was  being  released,  and  others  stated 
that  not  enough  was  being  released.  The 
Commissioner  anticipates  that  the  sr  ue 
disagreement  will  exist  with  respeci  to 
portions  of  the  final  regulations  as  was 
reflected  in  the  comments  received  on 
the  proposal. 

Accordingly,  the  Commissioner  in¬ 
vites  any  person  who  believes  that  the 
final  regulations  do  not  properly  inter¬ 
pret  and  apply  the  Freedom  of  Informa¬ 
tion  Act  to  institute  legal  action  in  the 
courts  to  contest  their  validity.  The  Com¬ 
missioner  concludes  that,  after  receipt 
of  the  additional  comments  permitted 
and  any  further  modifications  as  a  re¬ 
sult  thereof,  all  administrative  remedies 
with  respect  to  these  matters  will  be  ex¬ 
hausted,  that  the  matters  will  be  ripe 
for  judicial  review,  and  that  any  person 
will  have  standing  to  bring  suit  to  con¬ 
test  these  regulations  since  they  affect 
the  rights  of  the  entire  public,  includ¬ 
ing  those  who  have  submitted  or  will 
submit  information  to  the  Food  and  Drug 
Administration  and  those  who  have  re¬ 
quested  or  will  request  disclosure  of  such 
information  by  the  Food  and  Drug  Ad¬ 
ministration.  The  Commissioner  believes 
that  it  would  be  in  the  public  interest 
for  all  such  issues  to  be  litigated  promptly 
so  that  these  matters  may  be  settled  and 
the  applicable  rules  clearly  understood 
by  everyone  who  is  affected. 

Accordingly,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (sec.  201  et  seq.,  52  Stat.  1040  et  seq. 
as  amended;  21  U.S.C.  321  et  seq.),  the 
Public  Health  Service  Act  (sec.  1  et  seq.. 


58  Stat.  682  et  seq.  as  amended;  42  U.S.C. 

201  et  seq.),  and  the  Freedom  of  Infor¬ 
mation  Act  (Public  Law  90-23,  81  Stat. 
54-56  as  amended  by  88  Stat.  1561-1565; 

5  U.S.C.  552)  and  under  authority  dele¬ 
gated  to  the  Commissioner  (21  CFR 
2.120),  Parts  1,  2,  4,  8,  10,  90,  121,  135, 
146,  312,  314,  431,  601,  720,  and  730  are 
amended  as  follows; 

SUBCHAPTER  A— GENERAL 

PART  1— REGULATIONS  FOR  THE  EN¬ 
FORCEMENT  OF  THE  FEDERAL  FOOD, 
DRUG,  AND  COSMETIC  ACT  AND  THE 
FAIR  PACKAGING  AND  LABELING  ACT 

1.  In  Part  1,  by  adding  a  new  para¬ 
graph  (c)  to  S  1.6  to  read  as  follows: 

§  1.6  Presentation  of  views  under  sec¬ 
tion  305  of  the  act. 

*  *  •  •  • 

(c)  Records  relating  to  this  proceeding 
constitute  investigatory  records  for  law 
enforcement  purposes  and  may  include 
inter-  and  intra-agency  memoranda. 

(1)  Notwithstanding  the  rule  estab¬ 
lished  in  §  4.21  of  this  chapter,  no  record 
relating  to  a  section  305  hearing  is  avail¬ 
able  for  public  disclosure  prior  to  the 
consideration  of  criminal  prosecution 
based  upon  that  record  being  closed,  ex¬ 
cept  as  provided  in  §  4.82  of  this  chapter. 
The  Commissioner  will  exercise  his  dis¬ 
cretion  to  disclose  records  relating  to 
a  section  305  hearing  pursuant  to  5  4.82 
of  this  chapter  prior  to  the  consideration 
of  criminal  prosecution  being  closed 
only  very  rarely  and  only  under  circum¬ 
stances  that  demonstrate  a  compelling 
public  interest. 

(2)  After  the  consideration  of  crim¬ 
inal  prosecution  is  closed,  such  records 
are  available  for  public  disclosure  except 
to  the  extent  that  the  exemptions  from 
disclosure  in  Subpart  D  of  Part  4  of 
this  chapter  are  applicable.  No  state¬ 
ments  of  witnesses  obtained  through 
promises  of  confidentiality  are  available 
for  public  disclosure. 

(3)  The  consideration  of  criminal  pros¬ 
ecution  based  upon  a  particular  section 
305  hearing  shall  be  deemed  to  be  closed 
within  the  meaning  of  this  section  when 
a  final  decision  has  been  made  not  to 
recommend  criminal  prosecution  to  a 
United  States  attorney  based  upon  that 
hearing,  or  such  recommendation  has 
been  finally  refused,  or  criminal  prosecu¬ 
tion  has  been  Instituted  and  the  matter 
and  all  related  appeals  have  been  con¬ 
cluded,  or  the  statute  of  limitations  has 
run. 

(4)  Prior  to  disclosure  of  any  record 
specifically  reflecting  consideration  of 
possible  criminal  prosecution  of  any  In¬ 
dividual,  all  names  and  other  informa¬ 
tion  that  would  identify  an  individual 
who  was  considered  for  criminal  prose¬ 
cution  but  who  was  not  prosecuted  shall 
be  deleted  unless  the  Commissioner  con¬ 
cludes  that  there  is  a  compelling  public 
interest  in  the  disclosure  of  such  names. 

(5)  Names  and  other  information 
which  would  identify  a  Food  and  Drug 
Administration  employee  shall  be  de¬ 
leted  from  section  305  hearing  records 
prior  to  public  disclosure  only  pursuant 
to  $  4.32  of  this  chapter. 
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PART  2— ADMINISTRATIVE  FUNCTIONS, 
PRACTICES,  AND  PROCEDURES 

Subpart  G — Public  Information 

Subpart  G  t  Deleted  ] 

2.  In  Part  2,  by  deleting  Subpart  G — 
Public  Information  containing  §  2.115 
Fee  sche'dule  for  searching,  supplying, 
and  certifying  records.  Concurrently,  the 
information  in  this  subpart  is  being  re¬ 
codified  into  Part  4  as  §  4.42. 


3.  By  revising  Part  4  to  read  as  fol¬ 
lows: 

PART  4— PUBLIC  INFORMATION 

Subpart  A — Official  Testimony  and  Information 

Sec. 

4.1  Testimony  by  Food  and  Drug  Admin¬ 

istration  employees. 

4.2  Production  of  records  by  Food  and 

Drug  Administration  employees. 

4.3  Certification  and  authentication  of 

Food  and  Drug  Administration 
records. 

Subpart  El — General  Policy 

4.20  Policy  on  disclosure  of  Food  and  Drug 

Administration  records. 

4.21  Uniform  access  to  records. 

4.22  Partial  disclosure  of  records. 

4.23  Request  for  existing  records. 

4.24  Preparation  of  new  records. 

4.25  Retroactive  application  of  regulations. 

4.26  Indexes  of  certain  records. 

4.27  Submission  of  records  marked  as  con¬ 

fidential. 

4.28  Food  and  Drug  Administration  de¬ 

terminations  of  confidentiality. 

4.29  Prohibition  on  withdrawal  of  rec¬ 

ords  from  Food  and  Drug  Adminis¬ 
tration  files. 

4.30  Food  and  Drug  Administration  Pub¬ 

lic  Records  and  Documents  Center. 

4.31  Permanent  file  of  requests  for  Food 

and  Drug  Administration  records. 

4.32  Disclosure  of  Food  and  Drug  Adminis¬ 

tration  employee  names. 

Subpart  C — Procedures  and  Fees 

4.40  Filing  a  request  for  records. 

4.41  Time  limitations. 

4.42  Fees. 

4.43  Waiver  of  fees. 

4.44  Presubmission  review  of  request  for 

confidentiality  of  voluntarily  sub-, 
mitted  data  or  information. 

4.45  Situations  in  which  confidentiality  Is 

uncertain. 

4.46  Judicial  review  of  proposed  disclosure. 

4.47  Denial  of  request  for  records. 

4.48  Nonspecific  and  overly  burdensome 

requests. 

4.49  Referral  to  primary  source  of  records. 

4.50  Availability  of  records  at  National 

Technical  Information  Service. 

4.61  Use  of  private  contractor  for  copying. 

4.62  Request  for  review  without  copying. 
4.53  Indexing  trade  secrets  and  confiden¬ 
tial  commercial  or  financial  infor¬ 
mation. 

Subpart  D — Exemptions 

4.60  Applicability  of  exemptions. 

4.61  Trade  secrets  and  commercial  or 

financial  information  which  is 
privileged  or  confidential. 

4.62  Inter-  or  intra-agency  memoranda  or 

letters. 

4.63  Personnel,  medical,  and  similar  files, 

disclosure  of  which  constitutes  a 
clearly  unwarranted  Invasion  of 
personal  privacy. 

4.64  Investigatory  records  compiled  for 

law  enforcement  purposes. 


Subpart  E — Limitations  on  Exemptions 

Sec. 

4.80  Applicability  of  limitations  on  exemp¬ 

tions. 

4.81  Data  and  Information  previously  dis¬ 

closed  to  the  public. 

4.82  Discretionary  disclosure  by  the  Com¬ 

missioner. 

4.83  Disclosure  required  by  court  order. 

4.84  Disclosure  to  consultants,  advisory 

committees,  State  and  local  govern¬ 
ment  officials  commissioned  pursu¬ 
ant  to  21  U.S.C.  372(a),  and  other 
special  government  employees. 

4  85  Disclosure  to  other  Federal  govern¬ 
ment  departments  and  agencies. 

4.86  Disclosure  in  administrative  or  court 

proceedings. 

4.87  Disclosure  to  Congress. 

4.88  Communications  with  State  and  local 

government  officials. 

4.89  Communications  with  foreign  govern¬ 

ment  officials. 

4.90  Use  of  data  or  information  for  admin¬ 

istrative  or  court  enforcement 
action. 

Subpart  F — Availability  of  Specific  Categories 
of  Records 

4.100  Applicability;  cross-reference  to  other 

regulations. 

4.101  Administrative  enforcement  records. 

4.102  Court  enforcement  records. 

4.103  Correspondence. 

4.104  Summaries  of  oral  discussions. 

4.105  Testing  and  research  conducted  by  or 

with  funds  provided  by  the  Food 
and  Drug  Administration. 

4.106  Studies  and  reports  prepared  by  or 

with  funds  provided  by  the  Food 
and  Drug  Administration. 

4.107  Food  and  Drug  Administration 

manuals. 

4.108  Agreements  between  the  Food  and 

Drug  Administration  and  other  de¬ 
partments,  agencies,  and  organiza¬ 
tions. 

4.109  Data  and  information  obtained  by 

contract. 

4.110  Data  and  information  about  Food  and 

Drug  Administration  employees. 

4.111  Data  and  information  submitted  vol¬ 

untarily  to  the  Food  and  Drug  Ad¬ 
ministration. 

4.112  Voluntary  drug  experience  reports 

submitted  by  physicians  and  hospi¬ 
tals. 

4.1 13  Voluntary  product  defect  reports. 

4.114  Data  and  information  submitted  pur¬ 

suant  to  cooperative  quality  assur¬ 
ance  agreements. 

4.115  Product  codes  for  manufacturing  or 

sales  dates. 

4.116  Drug  listing  information. 

4.117  New  drug  information. 

4.118  Advisory  committee  records. 

Authobity:  Sec.  201  et  seq..  Pub.  L.  717, 
52  Stat.  1040  et  seq.,  as  amended  (21  U.S.C. 
321  et  seq.);  sec.  1  et  seq..  Pub.  L.  410,  58 
Stat.  682  et  seq.,  as  amended  (42  U.S.C.  201 
et  seq.);  Pub.  L.  90-23,  81  Stat.  54-56  as 
amended  by  88  Stat.  1561-1565;  (5  U.S.C. 
552). 

Subpart  A — Official  Testimony  and 
Information 

§  4.1  Testimony  by  Food  and  Drug  Ad¬ 
ministration  employees. 

(a)  No  officer  or  employee  of  the  Food 
and  Drug  Administration  or  of  any  other 
office  or  establishment  in  the  Department 
of  Health,  Education,  and  Welfare,  ex¬ 
cept  as  authorized  by  the  Commissioner 
of  Food  and  Drugs  pursuant  to  this  sec¬ 
tion  or  in  the  discharge  of  his  official 


duties  under  the  laws  administered  by 
the  Food  and  Drug  Administration,  shall 
give  any  testimony  before  any  tribunal 
pertaining  to  any  function  of  the  Food 
and  Drug  Administration  or  with  respect 
to  any  information  acquired  in  the  dis¬ 
charge  of  his  official  duties. 

(b)  Whenever  a  subpena,  in  appropri¬ 
ate  form,  has  been  lawfully  served  upon 
an  officer  or  employee  of  the  Food  and 
Drug  Administration  commanding  the 
giving  of  any  testimony,  such  officer  or 
employee  shall,  unless  otherwise  author¬ 
ized  by  the  Commissioner,  appear  in  re¬ 
sponse  thereto  and  respectfully  decline 
to  testify  on  the  ground  that  it  is  pro¬ 
hibited  by  this  section. 

(c)  A  person  who  desires  testimony 
from  any  employee  may  make  written 
request  therefor,  verified  by  oath,  di¬ 
rected  to  the  Commissioner  setting  forth 
his  interest  in  the  matter  sought  to  be 
disclosed  and  designating  the  use  to 
which  such  testimony  will  be  put  in  the 
event  of  compliance  with  such  request: 
Provided,  That  a  written  request  there¬ 
for  made  by  a  health,  food,  or  drug  offi¬ 
cer,  prosecuting  attorney,  or  member  of 
the  judiciary  of  any  State,  Territory,  or 
political  subdivision  thereof,  acting  in  his 
official  capacity,  need  not  be  verified  by 
oath.  If  it  is  determined  by  the  Commis¬ 
sioner,  or  any  other  officer  or  employee 
of  the  Food  and  Drug  Administration 
whom  he  may  designate  to  act  on  his  be¬ 
half  for  the  purpose,  that  such  testimony 
will  be  in  the  public  interest  and  will 
promote  the  objectives  of  the  act  and  the 
agency,  the  request  may  be  granted. 
Whetfe  a  request  for  testimony  is  granted, 
one  or  more  employees  of  the  Food  and 
Drug  Administration  may  be  designated 
to  appear,  in  response  to  a  subpena.  and 
testify  with  respect  thereto. 

§  4.2  Production  of  records  by  Food  and 
Drug  Administration  employees. 

(a)  Any  request  for  records  of  the 
Food  and  Drug  Administration,  whether 
it  be  by  letted  or  by  a  subpena  duces  te¬ 
cum  or  by  any  other  writing,  shall  be 
handled  pursuant  to  the  procedures  es¬ 
tablished  In  Subpart  B  of  this  part,  and 
shall  comply  with  the  rules  governing 
public  disclosure  established  in  Subparts 
C,  D,  E,  and  F  of  this  part  and  in  other 
regulations  cross-referenced  in  §  4.100 
(c). 

(b)  Whenever  a  subpena  duces  tecum, 
in  appropriate  form,  has  been  lawfully 
served  upon  an  officer  or  employee  of  the 
Food  and  Drug  Administration  com¬ 
manding  the  production  of  any  record, 
such  officer  or  employee  shall  appear  in 
response  thereto,  respectfully  decline  to 
produce  the  record  on  the  ground  that-it 
is  prohibited  by  this  section,  and  state 
that  the  production  of  the  record  (s)  in¬ 
volved  will  be  handled  by  the  procedures 
established  in  this  part. 

§  4.3  Certification  and  authentication 
of  Food  and  Drug  Administration 
records. 

(a)  Upon  request,  the  Food  and  Drug 
Administration  will  certify  the  authen¬ 
ticity  of  copies  of  records  that  are  re¬ 
quested  to  be  disclosed  pursuant  to  this 
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part  or  will  authenticate  copies  of  rec¬ 
ords  previously  disclosed. 

(b)  A  request  for  certified  copies  of 
records  or  for  authentication  of  records 
shall  be  sent  in  writing  to  the  Public 
Records  and  Documents  Center  (HFC- 
18) ,  Food  and  Drug  Administration,  Rm. 
4-62,  5600  Fishers  Lane,  Rockville,  MD 
20852. 

Subpart  B — General  Policy 

§  4.20  Policy  on  disclosure  of  Food  and 
Drug  Administration  records. 

(a)  The  Food  and  Drug  Administra¬ 
tion  will  make  the  fullest  possible  dis¬ 
closure  of  records  to  the  public,  consist¬ 
ent  with  the  rights  of  individuals  to  pri¬ 
vacy.  the  property  rights  of  persons  in 
trade  secrets  and  confidential  commer¬ 
cial  or  financial  Information,  and  the 
need  for  the  agency  to  promote  frank  in¬ 
ternal  policy  deliberations  and  to  pursue 
its  regulatory  activities  without  disrup¬ 
tion. 

(b)  Except  where  specifically  exempt 
pursuant  to  the  provisions  of  this  part,  all 
Food  and  Drug  Administration  records 
shall  be  made  available  for  public  dis¬ 
closure. 

(c)  All  nonexempt  records  shall  be 
made  available  for  public  disclosure  upon 
request  regardless  whether  any  justifica¬ 
tion  or  need  for  such  records  has  been 
shown. 

§  4.21  Uniform  access  to  records. 

Any  record  of  the  Food  and  Drug  Ad¬ 
ministration  that  is  disclosed  in  an  au¬ 
thorized  manner  to  any  member  of  the 
public  is  available  for  disclosure  to  all 
members  of  the  public,  except  that: 

(a)  Data  and  information  subject  to 
the  exemptions  established  in  §  4.61  for 
trade  secrets  and  confidential  commer¬ 
cial  or  financial  information,  and  In 
S  4.63  for  personal  privacy,  shall  be  dis¬ 
closed  only  to  the  persons  for  the  protec¬ 
tion  of  whom  these  exemptions  exist. 

(b)  The  limited  disclosure  of  records 
permitted  in  5  1.6(c)  (1)  of  this  chapter 
for  section  305  hearing  records,  in  §  4.80 
(b)  regarding  certain  limitations  on  ex¬ 
emptions,  in  14.103(b)  for  certain  cor¬ 
respondence,  and  in  §  4.104(b)  for  cer¬ 
tain  summaries  of  oral  discussions,  shall 
be  subject  to  the  special  rules  stated 
therein. 

§  4.22  Partial  disclosure  of  records. 

If  a  record  contains  both  dlsclosable 
and  nondisclosable  information,  the  non- 
disclosable  information  will  be  deleted 
and  the  remaining  record  will  be  dis¬ 
closed  unless  the  two  are  so  inextricably 
intertwined  that  it  is  not  feasible  to 
separate  them  or  release  of  the  disclos- 
able  information  would  compromise  or 
impinge  upon  the  nondisclosable  portion 
of  the  record. 

§  4.23  Request  for  existing  records. 

(a)  Any  written  request  to  the  Pood 
and  Drug  Administration  for  existing 
records  not  prepared  for  routine  distri¬ 
bution  to  the  public  shall  be  deemed  to  be 
a  request  for  records  pursuant  to  the 
Freedom  of  Information  Act,  whether  or 
not  the  Freedom  of  Information  Act  is 


mentioned  in  the  request,  and  shall  be 
governed  by  the  provisions  of  this  part. 

(b)  Records  or  documents  prepared  by 
the  Food  and  Drug  Administration  for 
routine  public  distribution,  e.g.,  pam¬ 
phlets,  speeches,  and  educational  mate¬ 
rials,  shall  be  furnished  free  of  charge 
upon  request  as  long  as  the  supply  lasts. 
The  provisions  of  this  part  shall  not  be 
applicable  to  such  requests  except  when 
the  supply  of  such  material  is  exhausted 
and  it  is  necessary  to  reproduce  in¬ 
dividual  copies  upon  specific  request. 

(c)  All  existing  Food  and  Drug  Ad¬ 
ministration  records  are  subject  to 
routine  destruction' according  to  stand¬ 
ard  record  retention  schedules. 

§  4.24  Preparation  of  new  records. 

(a)  The  Freedom  of  Information  Act 
and  the  provisions  of  this  part  apply  only 
to  existing  records  that  are  reasonably 
described  in  a  request  filed  with  the  Food 
and  Drug  Administration  pursuant  to  the 
procedures  established  In  Subpart  C  of 
this  part. 

(b)  The  Commissioner  may,  in  his 
discretion,  prepare  new  records  in  order 
to  respond  adequately  to  a  request  for 
information  when  he  concludes  that  it 
is  in  the  public  interest  and  promotes  the 
objectives  of  the  act  and  the  agency. 

§  4.23  Retroactive  application  of  regu¬ 
lations. 

The  provisions  of  this  part  apply  to 
all  records  in  Food  and  Drug  Adminis¬ 
tration  files. 

§  4.26  Indexes  of  certain  records. 

(a)  Indexes  shall  be  maintained,  and 
revised  at  least  quarterly,  for  the  fol¬ 
lowing  Food  and  Drug  Administration 
records: 

(1)  Final  orders  published  in  the 
Federal  Register  with  respect  to  every 
denial  or  withdrawal  of  approval  of  a 
new  drug  application  or  a  new  animal 
drug  application  for  which  a  public  hear¬ 
ing  has  been  requested. 

(2)  Statements  of  policy  and  interpre¬ 
tation  adopted  by  the  agency  and  still 
in  force  and  not  published  in  the  Fed¬ 
eral  Register. 

(3)  Administrative  staff  manuals  and 
instructions  to  staff  that  affect  a  mem¬ 
ber  of  the  public. 

(b)  A  copy  of  each  such  index  is  avail¬ 
able  at  cost  from  the  Public  Records  and 
Documents  Center  (HFC-18),  Food  and 
Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20852. 

§  4.27  Submission  of  records  marked  as 
confidential. 

Marking  records  submitted  to  the 
Food  and  Drug  Administration  as  confi¬ 
dential,  or  with  any  other  similar  term, 
raises  no  obligation  by  the  Food  and 
Drug  Administration  to  regard  such 
records  as  confidential,  to  return  them 
to  the  person  who  has  submitted  them,  to 
review  them  pursuant  to  the  procedures 
established  in  $  4.44,  to  withhold  them 
from  disclosure  to  the  public,  or  to  advise 
the  person  submitting  them  when  a  re¬ 
quest  for  their  public  disclosure  is  re¬ 
ceived  or  when  they  are  In  fact  disclosed. 


§  4.28  Food  and  Drug  Administration 
determinations  of  confidentiality. 

A  determination  that  data  or  infor¬ 
mation  submitted  to  the  Food  and  Drug 
Administration  will  be  held  in  confidence 
and  will  not  be  available  for  public  dis¬ 
closure  shall  be  made  only  in  the  form 
of  a  regulation  published  or  cross-ref¬ 
erenced  in  this  part  or  by  a  written  de¬ 
termination  pursuant  to  the  procedure 
established  in  §  4.44. 

§  4.29  Prohibition  on  withdrawal  of  rec¬ 
ords  from  Food  and  Drug  Adminis¬ 
tration  files. 

Except  pursuant  to  the  procedure 
established  in  §  4.44  for  presubmission 
review  of  records,  no  person  may  with¬ 
draw  records  submitted  to  the  Food  and 
Drug  Administration.  All  Food  and 
Drug  Administration  records  shall  be 
retained  by  the  agency  until  disposed  of 
pursuant  to  routine  record  disposal 
procedures. 

§  4.30  Food  and  Drug  Administration 
Public  Records  and  Documents  Cen¬ 
ter. 

(a)  The  office  responsible  for  agency 
compliance  with  the  Freedom  of  In¬ 
formation  Act  and  this  part  is: 

Public  Records  and  Documents  Center 
(HFC-18) 

Food  and  Drug  Administration 
Rm.  4-62 
5600  Fishers  Lane 
Rockville,  MD  20852 

(b)  All  requests  for  agency  records 
shall  be  sent  in  writing  to  this  office. 

§  4.31  Permanent  file  of  requests  for 
Food  and  Drug  Administration  rec¬ 
ords. 

The  Food  and  Drug  Administration 
shall  maintain  a  permanent  file  of  all 
requests  for  Food  and  Drug  Administra¬ 
tion  records  and  all  responses  thereto, 
including  a  copy  of  all  of  the  records 
furnished  in  response  to  a  request.  This 
file  is  available  for  public  review  during 
working  hours. 

§  4.32  Disclosure  of  Food  and  Drug  Ad¬ 
ministration  employee  names. 

The  names  of  Food  and  Drug  Admin¬ 
istration  employees  will  not  be  deleted 
from  disclosable  records  except  where 
such  deletion  is  necessary  to  prevent  dis¬ 
closure  of  an  informant  or  danger  to  the 
life  or  physical  •  safety  of  the  em¬ 
ployee  or  under  other  extraordinary 
circumstances. 

Subpart  C — Procedures  and  Fees 
§  4.40  Filing  a  request  for  records. 

(a)  All  requests  for  Food  and  Drug 
Administration  records  shall  be  filed  in 
writing  by  mailing  the  request  or  deliv¬ 
ering  it  to  the  Public  Records  and  Docu¬ 
ments  Center  (HFC-18),  Food  and 
Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville,  MD  20852. 

(b)  A  request  for  Pood  and  Drug  Ad¬ 
ministration  records  shall  reasonably 
describe  the  records  being  sought,  in  a 
way  that  they  can  be  identified  and  lo¬ 
cated.  A  request  should  Include  all  per¬ 
tinent  details  that  will  help  Identify  the 
records  sought 
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(1)  If  the  description  is  Insufficient  to 
locate  the  records  requested,  the  Pood 
and  Drug  Administration  will  so  notify 
the  person  making  the  request  and  indi¬ 
cate  the  additional  information  needed 
to  identify  the  records  requested. 

(2)  Every  reasonable  effort  shall  be 
made  by  the  Pood  and  Drug  Administra¬ 
tion  to  assist  in  the  identification  and 
location  of  the  records  sought. 

(c)  Upon  receipt  of  a  request  for  rec¬ 
ords,  the  Public  Records  and  Documents 
Center  shall  enter  it  in  a  public  log.  The 
log  shall  state  the  date  and  time  re¬ 
ceived,  the  name  and  address  of  the 
person  making  the  request,  the  nature 
of  the  records  requested,  the  action 
taken  on  the  request,  the  date  of  the 
determination  letter  sent  pursuant  to 
{4.41(b),  the  date(s)  any  records  are 
subsequently  furnished,  the  number  of 
staff-hours  and  grade  levels  of  oersons 
who  spent  time  responding  to  the  re¬ 
quest,  and  the  payment  requested  and 
received. 

§  4.41  Time  limitations. 

(a)  All  time  limitations  established 
pursuant  to  this  section  shall  begin  as 
of  the  time  at  which  a  request  for  records 
Is  logged  in  by  the  Public  Records  and 
Documents  Center  pursuant  to  $  4.40(c). 
An  oral  request  for  records  shall  not 
begin  any  time  requirement.  A  written 
request  for  records  sent  elsewhere  within 
the  agency  shall  not  begin  any  time  re¬ 
quirement  until  it  is  redirected  to  the 
Public  Records  and  Documents  Center 
and  is  logged  in  there  in  accordance  with 
{  4.40(c) . 

(b)  Within  10  working  days  (except¬ 
ing  Saturdays,  Sundays,  and  legal  public 
holidays)  after  a  request  for  records  is 
logged  in  at  the  Public  Records  and  Doc¬ 
uments  Center,  a  letter  shall  be  sent  to 
the  person  making  the  request  determin¬ 
ing  whether,  or  the  extent  to  which,  the 
agency  will  comply  with  the  request,  and, 
if  any  records  are  denied,  the  reasons 
therefor. 

(1)  If  all  of  the  records  requested  have 
been  located  and  a  final  determination 
has  been  made  with  respect  to  disclosure 
of  all  of  the  records  requested,  the  letter 
shall  so  state. 

(2)  If  all  of  the  records  have  not  been 
located  or  a  final  determination  has  not 
yet  been  made  with  respect  to  disclosure 
of  all  of  the  records  requested,  e.g.,  be¬ 
cause  it  is  necessary  to  consult  the  person 
affected  pursuant  to  §  4.45,  the  letter 
shall  state  the  extent  to  which  the  rec¬ 
ords  involved  shall  be  disclosed  pursuant 
to  the  rules  established  in  this  part. 

(3)  In  the  following  unusual  circum¬ 
stances,  the  time  for  sending  this  letter 
may  be  extended  for  up  to  an  additional 
10  working  days  by  written  notice  to  the 
person  making  the  request  setting  forth 
the  reasons  for  such  extension  and  the 
time  within  which  a  determination  Is  ex¬ 
pected  to  be  dispatched : 

(i)  The  need  to  search  for  and  collect 
the  requested  records  from  field  facilities 
or  other  establishments  that  are  separate 
from  the  Public  Records  and  Documents 
Center. 


(11)  The  need  to  search  for,  collect, 
and  appropriately  examine  a  voluminous 
amount  of  separate  and  distinct  records 
which  are  demanded  in  a  single  request. 

(iii)  The  need  for  consultation,  which 
shall  be  conducted  with  all  practicable 
speed,  with  another  agency  having  a  sub¬ 
stantial  interest  in  the  determination  of 
the  request  or  among  two  or  more  compo¬ 
nents  of  the  Pood  and  Drug  Administra¬ 
tion  having  substantial  subject-matter 
interest  therein. 

(4)  If  any  record  is  denied,  the  letter 
shall  state  the  right  of  the  person  re¬ 
questing  such  records  to  appeal  any  ad¬ 
verse  determination  to  the  Assistant 
Secretary  for  Health,  Department  of 
Health,  Education,  and  Welfare,  in  ac¬ 
cordance  with  the  provisions  of  45  CPR 
5.82. 

(5)  If  the  request  for  records  will  re¬ 
sult  in  a  fee  of  more  than  $25.00,  the 
letter  shall  specify  or  estimate  the  fee 
involved  and  shall  require  prepayment, 
as  well  as  payment  of  any  amount  not 
yet  received  as  a  result  of  any  previous 
request,  before  the  records  are  made 
available.  If  the  fee  is  less  than  $25.00, 
prepayment  shall  not  be  required  unless 
payment  has  not  yet  been  received  for 
records  disclosed  as  a  result  of  a  previous 
request. 

(c)  Whenever  possible,  the  determina¬ 
tion  letter  required  by  paragraph  (b)  of 
this  section,  relating  to  a  request  for  rec¬ 
ords  that  involves  a  fee  of  less  than 
$25.00,  shall  be  accompanied  by  the  re¬ 
quested  records.  Where  this  is  not  possi¬ 
ble,  the  records  shall  be  forwarded  as 
soon  as  possible  thereafter,  consistent 
with  other  obligations  of  the  agency. 

(d)  For  requests  for  records  involving 
a  fee  of  more  than  $25.00,  the  records 
shall  be  forwarded  as  soon  as  possible 
after  receipt  of  prepayment  from  the 
person  requesting  the  records,  consistent 
with  other  obligations  of  the  agency. 

§  4.42  Fees. 

(a)  Unless  waived  in  accordance  with 
the  provisions  of  S  4.43,  the  following  fees 
shall  be  imposed  for  disclosure  of  any 
record  pursuant  to  this  part. 

(1)  Covying  of  records.  Ten  cents  per 
copy  of  each  page. 

(2)  Copying  of  microfilm  or  micro¬ 
fiche.  Fifty  cents  per  microfilm  frame  or 
microfiche. 

(3)  Computerized  records.  The  sum 
of  the  actual  costs  of : 

(i)  The  computer  time  involved,  based 
upon  the  prevailing  level  of  cost  to  gov¬ 
ernment  organizations  and  upon  the  par¬ 
ticular  types  of  computer  and  associated 
equipment  and  the  amounts  of  time  on 
such  equipment  that  are  utilized. 

(ii)  The  supplies  or  materials  neces¬ 
sary  to  produce  the  requested  records. 

(ill)  The  services  of  the  personnel  in 
accordance  with  paragraphs  (a)  (4)  and 
(5)  of  this  section. 

(4)  Clerical  searches.  $1.25  for  each 
one-quarter  hour  spent  by  clerical  per¬ 
sonnel  searching  for  and  producing  a 
requested  record.  Including  time  spent 
copying  any  record. 


(5)  Nonclerical  searches.  $3.75  for 
each  one-quarter  hour  spent  by  profes¬ 
sional  or  managerial  personnel  search¬ 
ing  for  and  producing  a  requested  record, 
including  time  spent  copying  any  record. 

(6)  Certification  or  authentication  of 
records.  $3.00  per  certification  or  authen¬ 
tication. 

(7)  Forwarding  material  to  destina¬ 
tion.  Postage,  insurance,  and  special  fees 
will  be  charged  on  an  actual  cost  basis. 

(b)  No  charge  shall  be  made  for  the 
time  spent  in  resolving  legal  or  policy 
issues  or  in  examining  records  for  the 
purpose  of  deleting  nondisclosable  por¬ 
tions  thereof. 

(c)  Payment  shall  be  made  by  check 
or  money  order  payable  to  “Food  and 
Drug  Administration,’*  and  shall  be  sent 
to  the  Accounting  Operations  Branch 
(HFA-120 ) ,  Food  and  Drug  Administra¬ 
tion,  5600  Fishers  Lane,  Rockville,  MD 
20852. 

§  4.43  Waiver  of  fees. 

(a)  No  fee  shall  be  charged  for  dis¬ 
closure  of  records  pursuant  to  this  part 
where: 

(1)  The  cost  of  providing  the  records 
is  less  than  $5.00.  In  making  this  deter¬ 
mination,  the  cost  of  other  requests  by 
the  same  individual  or  organization,  or 
related  individuals  or  organizations,  shall  - 
be  aggregated. 

(2)  The  records  are  requested  by  a 
congressional  committee  or  subcommit¬ 
tee  or  the  General  Accounting  Office. 

(3)  The  records  are  requested  by  a 
Federal  department  or  agency. 

(4)  The  records  are  requested  by  a 
Federal  court. 

(5)  The  records  are  requested  by  a 
foreign  government  or  by  a  State  or 
local  government  or  any  agency  thereof 
for  purposes  that  are  in  the  public  in¬ 
terest  and  will  promote  the  objectives  of 
the  act  and  the  agency. 

(b)  The  Assistant  Commissioner  for 
Public  Affairs  may  waive  payment  of 
fees  when  he  determines,  based  upon  a 
petition,  that  the  person  making  the  re¬ 
quest  for  records  is  Indigent  and  that 
the  disclosure  has  a  strong  public  inter¬ 
est  justification.  All  statements  made  in 
any  such  petition  are  subject  to  the  False 
Reports  to  the  Government  Act,  18  U.S.C. 
1001.  A  person  shall  be  deemed  to  be  in¬ 
digent  for  the  purposes  of  this  section  if 
he  does  not  have  income  or  resources 
sufficient  to  pay  the  fees  involved.  Deter¬ 
minations  pursuant  to  this  provision  will 
be  made  within  the  discretion  of  the 
agency. 

(c)  The  Assistant  Commissioner  for 
Public  Affairs  may  reduce  or  waive  pay¬ 
ment  of  fees  when  he  determines,  based 
upon  a  verified  petition,  that  such  re¬ 
duction  or  waiver  is  in  the  public  inter¬ 
est  because  furnishing  the  information 
can  be  considered  primarily  as  benefiting 
the  general  public. 

(1)  Any  such  petition  shall  contain  a 
statement  of  the  intended  purpose  to 
Which  the  records  requested  will  be  put. 
showing  how  it  will  primarily  benefit  the 
general  public,  and,  if  the  total  fee  would 
otherwise  exceed  $25.00,  a  statment  of 


KDERAL  REGISTER,  VOL  39,  NO.  246— TUESDAY,  DECEMBER  24,  1974 


44646 


RULES  AND  REGULATIONS 


the  reason  why  the  volume  of  records  re¬ 
quested  is  necessary  and  a  statement  of 
the  income  and  financial  resources  avail¬ 
able  to  the  person  making  the  request. 

(2)  The  Assistant  Commissioner  for 
Public  Affairs  may  make  available  part 
of  the  records  requested,  or  different 
records  from  those  requested,  in  response 
to  any  such  request  for  waiver  of  fees 
where  he  concludes  that  such  records 
adequately  meet  that  part  of  the  request 
which  is  in  the  public  interest. 

(3)  In  making  a  determination  of  the 
broad  public  interest  involved,  the  Assist¬ 
ant  Commissioner  for  Public  Affairs  will 
weigh  the  agency  resources  involved 
against  the  likely  benefit  to  the  public. 

(4)  Determinations  pursuant  to  this 
provision  will  be  made  within  the  dis¬ 
cretion  of  the  agency. 

(d)  No  fee  shall  be  charged  if  a  record 
requested  is  not  found  or  for  any  record 
that  is  totally  exempt  from  disclosure. 

§  4.44  Prcsnbmission  review  of  request 

for  confidentiality  of  voluntarily  sub¬ 
mitted  data  or  information. 

(a)  Any  person  who  is  considering 
submission  of  data  or  information  vol¬ 
untarily  to  the  Pood  and  Drug  Admin¬ 
istration  may  forward  to  the  Director  of 
the  Bureau  involved,  or  to  the  Associate 
Commissioner  for  Compliance,  a  request 
for  presubmission  review  of  the  records 
involved  to  determine  whether  the  Pood 
and  Drug  Administration  will  or  will  not 
make  part  or  all  of  them  available  for 
public  disclosure  upon  request  if  they  are 
submitted.  Any  such  request  shall  state 
why  the  data  or  information  involved 
fall  within  an  exemption  from  public  dis¬ 
closure  set  out  in  Subpart  D  of  this  part 
and  shall  enclose  the  records  involved. 

(b)  Pending  a  determination  upon 
such  request,  the  rdfcords  involved  shall 
be  held  confidentially  and  separately  by 
the  Food  and  Drug  Administration  and 
shall  not  be  received  as  part  of  Food  and 
Drug  Administration  files. 

(c)  Pursuant  to  such  a  request,  the 
Food  and  Drug  Administration  shall 
make  a  determination  whether  part  or 
all  of  the  records  involved  will  be  made 
available  for  public  disclosure  upon  re¬ 
quest  if  they  are  submitted.  A  determina¬ 
tion  of  confidentiality  will  be  made  only 
if  it  is  concluded  that  the  data  or  infor¬ 
mation  involved  fall  within  an  exemption 
from  public  disclosure  set  out  in  Subpart 
D  of  this  part  and  are  relevant  to  and 
important  for  agency  activity. 

(d)  After  a  determination  is  made 
pursuant  to  this  section,  the  Food  and 
Drug  Administration  shall  receive  as  part 
of  its  files  the  records  for  which  a  re¬ 
quest  for  confidentiality  has  been  granted 
and  shall  so  mark  or  designate  those 
records.  The  person  requesting  the  pre¬ 
submission  review  shall  have  the  option 
of  submitting  or  withdrawing  the  records 
for  which  a  request  for  confidentiality 
has  been  denied.  No  copy  or  summary  of 
records  withdrawn  pursuant  to  this  sec¬ 
tion,  or  any  correspondence  or  mem* 
oranda  or  records  relating  thereto,  shall 
be  retained  in  Food  and  Drug  Admin¬ 
istration  files. 

(e)  A  determination  of  confidentiality 
pursuant  to  this  section  is  subject  to  the 


limitations  established  in  Subpart  E  of 
this  part  except  that  the  data  or  infor¬ 
mation  involved  shall  not  be  subject  to 
discretionary  release  pursuant  to  9  4.82. 
Such  a  determination  of  confidentiality 
by  the  Food  and  Drug  Administration 
means  that  the  Food  and  Drug  Admin¬ 
istration  will  not  make  the  data  or  in¬ 
formation  involved  available  for  public 
disclosure  unless  ordered  to  do  so  by  a 
court. 

(f )  A  determination  based  upon  a  pre¬ 
submission  review  pursuant  to  this  sec¬ 
tion  shall  be  made  in  writing  and  shall 
be  signed  only  by  the  Assistant  Commis¬ 
sioner  for  Public  Affairs. 

(g>  Data  and  information  that  may  be 
required  to  be  submitted  to  the  Food  and 
Drug  Administration  but  that  are  sub¬ 
mitted  voluntarily  instead  are  not  sub¬ 
ject  to  the  provisions  of  this  section  and 
will  be  handled  as  if  they  had  been  re¬ 
quired  to  be  submitted. 

(h)  No  request  under  this  section  shall 
be  accepted  if  the  status  of  the  records 
involved  is  already  determined  by  §  4.111 
or  by  any  other  regulation  published  or 
cross-referenced  in  this  part. 

§  4.45  Situations  in  which  confidential¬ 
ity  is  uncertain. 

In  situations  where  the  confidentiality 
of  data  or  information  is  uncertain  and 
there  is  a  request  for  public  disclosure, 
the  Food  and  Drug  Administration  will 
consult  with  the  person  who  has  sub¬ 
mitted  or  divulged  the  data  or  informa¬ 
tion  or  who  would  be  affected  by  dis¬ 
closure  before  determining  whether  or 
not  such  data  or  information  is  available 
for  public  disclosure. 

§  4.46  Judicial  review  of  proposed  dis¬ 
closure. 

Where  the  Food  and  Drug  Adminis¬ 
tration  consults  with  a  person  who  will 
be  affected  by  a  proposed  disclosure  of 
data  or  information  contained  in  Food 
and  Drug  Administration  records  pur¬ 
suant  to  §  4.45,  and  rejects  the  person’s 
request  that  part  or  all  of  the  records 
not  be  made  available  for  public  dis¬ 
closure,  the  decision  constitutes  final 
agency  action  that  is  subject  to  judicial 
review  pursuant  to  5  U.S.C.  chapter  7. 
The  person  affected  will  be  permitted  5 
days  after  receipt  of  notification  of  such 
decision  within  which  to  institute  suit 
in  a  United  States  District  Court  to  en¬ 
join  release  of  the  records  involved.  If 
suit  is  brought,  the  Food  and  Drug  Ad¬ 
ministration  will  not  disclose  the  records 
involved  until  the  matter  and  all  related 
appeals  have  been  concluded. 

§  4.47  Denial  of  request  for  records. 

(a)  A  denial  of  a  request  for  records, 
in  whole  or  in  part,  shall  be  signed  by 
the  Assistant  Commissioner  for  Public 
Affairs. 

(b)  The  name  and  title  or  position  of 
each  person  who  participated  in  the  de¬ 
nial  of  a  request  for  records  shall  be  set 
forth  in  the  letter  denying  the  request. 
This  requirement  may  be  met  by  attach¬ 
ing  a  list  of  such  individuals  to  the  letter. 

(c)  A  letter  denying  a  request  for  rec¬ 
ords,  in  whole  or  in  part,  shall  state  the 
reasons  for  the  denial  and  shall  state 


that  an  appeal  may  be  made  to  the  As¬ 
sistant  Secretary  for  Health,  Depart¬ 
ment  of  Health,  Education,  and  Welfare, 
pursuant  to  the  provisions  of  45  CFR 
5.82. 

(d)  Deletion  of  nondisclosable  data 
and  information  from  disclosable  records 
shall  not  be  deemed  to  be  a  denial  of  a 
request  for  records. 

§  4.48  Nonspecific  and  overly  burden¬ 
some  requests. 

The  Food  and  Drug  Administration 
will  make  every  reasonable  effort  to  com¬ 
ply  fully  with  all  requests  for  disclosure 
of  nonexempt  records.  Nonspecific  re¬ 
quests  or  requests  for  a  large  number  of 
documents  that  require  the  deployment 
of  a  substantial  amount  of  agency  man¬ 
hours  to  search  for  and  compile  will  be 
processed  taking  into  account  the  staff - 
hours  required,  the  tasks  from  which 
these  resources  must  be  diverted,  the  im¬ 
pact  that  this  diversion  will  have  upon 
the  agency’s  consumer  protection  activi¬ 
ties,  and  the  public  policy  reasons  justi¬ 
fying  the  requests.  A  decision  on  the 
processing  of  such  a  request  for  infor¬ 
mation  shall  be  made  after  balancing  the 
public  benefit  to  be  gained  by  the  dis¬ 
closure  against  the  public  loss  that  will 
result  from  diverting  agency  personnel 
from  their  other  responsibilities.  In  any 
situation  in  which  it  is  determined  that 
a  request  for  voluminous  records  would 
unduly  burden  and  interfere  with  the 
operations  of  the  Food  and  Drug  Admin¬ 
istration,  the  person  making  the  request 
will  be  asked  to  be  more  specific  and  to 
narrow  the  request,  and  to  agree  on  an 
orderly  procedure  for  the  production  of 
the  requested  records,  in  order  to  satisfy 
the  request  without  disproportionate  ad¬ 
verse  effects  on  agency  operations. 

§  4.49  Referral  to  primary  source  of 
records. 

Upon  receipt  of  a  request  for  a  record 
or  document  which  is  contained  in  Food 
and  Drug  Administration  files  but  which 
is  available  elsewhere  at  a  lower  cost, 
the  person  requesting  the  record  or  docu¬ 
ment  shall  be  referred  to  the  primary 
source  of  the  reoerd  or  document. 

§  4.50  Availability  of  records  at  National 
Technical  Information  Service. 

The  Food  and  Drug  Administration  is 
furnishing  a  number  of  records  to  the 
National  Technical  Information  Service 
(NTIS),  5285  Port  Royal  Rd.,  Spring- 
field,  VA  22152,  which  reproduces  and 
distributes  such  information  to  the  pub¬ 
lic  at  cost.  A  single  copy  of  each  such 
record  shall  be  available  for  public  re¬ 
view  at  the  Food  and  Drug  Administra¬ 
tion.  All  persons  requesting  copies  of 
such  records  shall  be  answered  by  re¬ 
ferring  the  person  requesting  the  records 
toNTIS. 

§  4.51  Use  of  private  contractor  for 
copying. 

The  Food  and  Drug  Administration 
may  furnish  requested  records  to  a  pri¬ 
vate  contractor  for  copying  after  dele¬ 
tion  of  all  nondisclosable  data  and  in¬ 
formation.  Under  these  circumstances, 
the  Food  and  Drug  Administration  will 
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charge  the  person  requesting  the  records 
for  all  of  the  fees  involved  pursuant  to 
S  4.42. 

§  4.52  Request  for  review  without  cop 7- 
ing. 

(a)  A  person  requesting  disclosure  of 
records  shall  be  permitted  an  opportunity 
to  review  them  without  the  necessity  for 
copying  them  where  the  records  involved 
contain  only  disclosable  data  and  Infor¬ 
mation.  Under  these  circumstances,  the 
Pood  and  Drug  Administration  will 
charge  only  for  the  costs  of  searching 
for  the  records. 

(b)  Where  a  request  is  made  for  re¬ 
view  of  records  without  copying,  and 
the  records  involved  contain  both  dis¬ 
closable  and  nondisclosable  information, 
the  records  containing  nondisclosable  in¬ 
formation  shall  first  be  copied  with  the 
nondisclosable  information  blocked  out 
and  the  Food  and  Drug  Administration 
will  charge  for  the  costs  of  searching 
and  copying. 

§  4.53  Indexing  trade  secrets  and  confi¬ 
dential  commercial  or  financial  in¬ 
formation. 

If  a  court  requires  the  Pood  and  Drug 
Administration  to  itemize  and  index  rec¬ 
ords  that  the  Pood  and  Drug  Adminis¬ 
tration  has  determined  to  be  exempt 
from  public  disclosure  as  trade  secrets 
or  confidential  commercial  or  financial 
information  pursuant  to  §  4.61,  the  Pood 
and  Drug  Administration  will  so  inform 
the  person  affected,  i.e.,  the  person  who 
submitted  the  records,  and  will  require 
that  such  person  undertake  the  itemiza¬ 
tion  and  indexing  of  the  records  and  to 
intervene  to  defend  the  exempt  status 
of  the  records.  The  failure  of  the  affected 
person  to  itemize  and  index  such  dis¬ 
puted  records  and  to  intervene  to  defend 
the  exempt  status  of  the  records  will  con¬ 
stitute  a  waiver  by  such  person  of  such 
exemption,  and  the  Pood  and  Drug  Ad¬ 
ministration  will  promptly  make  them 
available  for  public  disclosure. 

Subpart  D — Exemptions 
§  4.60  Applicability  of  exemptions. 

(a)  The  exemptions  established  in 
this  subpart  shall  apply  to  all  Pood  and 
Drug  Administration  records,  except  as 
provided  in  Subpart  E  of  this  part.  Ac¬ 
cordingly,  a  record  that  is  ordinarily 
available  for  public  disclosure  in  accord¬ 
ance  with  the  provisions  in  Subpart  P  of 
this  part  or  of  another  regulation  cross- 
referenced  in  §  4.100(c)  is  not  available 
for  such  disclosure  to  the  extent  that  it 
falls  within  an  exemption  contained  in 
this  subpart,  except  as  provided  by  the 
limitations  on  exemptions  specified  in 
Subpart  E  of  this  part.  For  example,  cor¬ 
respondence  that  is  ordinarily  disclosable 
under  §  4.103  is  not  disclosable  to  the 
extent  that  it  contains  trade  secrets  ex¬ 
empt  from  disclosure  under  §  4.61  and  is 
not  subject  to  discretionary  release  under 
9  4.82. 

(b)  Where  application  of  one  or  more 
exemptions  results  in  a  record  being  dis¬ 
closable  in  part  and  nondisclosable  in 
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part,  the  rule  established  in  5  4.22  shall 
apply. 

§  4.61  Trade  secrets  and  commercial  or 
financial  information  which  is  priv¬ 
ileged  or  confidential. 

(a)  A  trade  secret  may  consist  of  any 
formula,  pattern,  device,  or  compilation 
of  information  which  is  used  in  one’s 
business  and  which  gives  him  an  oppor¬ 
tunity  to  obtain  an  advantage  over  com¬ 
petitors  who  do  not  know  or  use  it. 

(b)  Commercial  or  financial  informa¬ 
tion  that  is  privileged  or  confidential 
means  valuable  data  or  information 
which  is  used  in  one’s  business  and  is  of 
a  type  customarily  held  in  strict  confi¬ 
dence  or  regarded  as  privileged  and  not 
disclosed  to  any  member  of  the  public 
by  the  person  to  whom  it  belongs. 

(c)  Data  and  information  submitted 
or  divulged  to  the  Pood  and  Drug  Ad¬ 
ministration  which  fall  within  the  defi¬ 
nitions  of  a  trade  secret  or  confidential 
commercial  or  financial  information  are 
not  available  for  public  disclosure. 

§  4.62  Inter-  or  intra-agency  memo¬ 
randa  or  letters. 

All  communications  within  the  Execu¬ 
tive  Branch  of  the  Federal  government 
which  are  in  written  form  or  which  are 
subsequently  reduced  to  writing  may  be 
withheld  from  public  disclosure  except 
that  factual  information  which  is  rea¬ 
sonably  segregable  in  accordance  with 
the  rule  established  in  §  4.22  is  available 
for  public  disclosure. 

§  4.63  Personnel,  medical,  and  similar 
files,  disclosure  of  which  constitutes 
a  clearly  unwarranted  invasion  of  per¬ 
sonal  privacy. 

(a)  The  names  or  other  information 
which  would  identify  patients  or  research 
subjects  in  any  medical  or  similar  re¬ 
port,  test,  study,  or  other  research  proj¬ 
ect  shall  be  deleted  before  the  record  is 
made  available  for  public  disclosure. 

(b)  The  names  and  other  information 
which  would  identify  patients  or  research 
subjects  should  be  deleted  from  any  re¬ 
cord  before  it  is  submitted  to  the  Pood 
and  Drug  Administration.  If  the  Food 
and  Drug  Administration  subsequently 
needs  the  names  of  such  individuals,  a 
separate  request  will  be  made. 

(c)  Requests  for  deletion  of  business 
or  product  names  prior  to  disclosure  of 
any  record  to  the  public  shall  not  be 
granted  on  the  ground  of  privacy,  but 
such  deletion  may  be  justified  under  an¬ 
other  exemption  established  in  this  sub¬ 
part,  e.g.,  the  exemption  for  trade  secrets 
and  confidential  commercial  or  financial 
information  under  S  4.61. 

(d)  Names  of  individuals  conducting 
investigations,  studies,  or  tests  on  prod¬ 
ucts  or  ingredients  shall  not  be  deleted 
prior  to  disclosure  of  any  record  to  the 
public  unless  extraordinary  circum¬ 
stances  are  shown. 

(e)  A  request  for  all  records  relating 
to  a  specific  Individual  will  be  denied  as 
a  clearly  unwarranted  invasion  of  per¬ 
sonal  privacy  unless  accompanied  by  the 
written  consent  of  the  individual  named. 
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§  4.64  Investigatory  records  compiled 
for  law  enforcement  purposes. 

(a)  An  investigatory  record  for  law 
enforcement  purposes  may  be  withheld 
from  public  disclosure  pursuant  to  the 
provisions  of  this  section  to  the  extent 
that  disclosure  of  such  records  would: 

(1)  Interfere  with  enforcement  pro¬ 
ceedings. 

(2)  Deprive  a  person  of  a  right  to  a  fair 
trial  or  .  an  impartial  adjudication. 

(3)  Constitute  an  unwarranted  inva¬ 
sion  of  personal  privacy. 

(4)  Disclose  the  identity  of  a  con¬ 
fidential  source  and,  in  the  case  of  a 
record  compiled  by  a  criminal  law  en¬ 
forcement  authority  in  the  course  of  a 
criminal  investigation,  or  by  an  agency 
conducting  a  lawful  national  security  in¬ 
telligence  investigation,  confidential  in¬ 
formation  furnished  only  by  the  con¬ 
fidential  source. 

(5)  Disclose  investigative  techniques 
and  procedures. 

(6)  Endanger  the  life  or  physical 
safety  of  law  enforcement  personnel. 

(b)  Investigatory  records  include  all 
records  relating  to  regulatory  enforce¬ 
ment  action,  Including  both  administra¬ 
tive  and  court  action,  which  have  not 
been  disclosed  to  any  member  of  the  pub¬ 
lic,  including  any  person  who  is  the  sub¬ 
ject  of  the  investigation. 

(c)  Any  investigatory  record  which  is 
disclosed  to  any  person,  including  any 
person  who  is  the  subject  of  a  Pood  and 
Drug  Administration  investigation,  and 
any  data  or  information  received  from 
any  person  who  is  the  subject  of  a  Pood 
and  Drug  Administration  investigation 
relating  to  such  investigation,  is  available 
for  public  disclosure  at  that  time  in  ac¬ 
cordance  with  the  rule  established  in 
§  4.21,  except  that: 

(1)  Disclosure  of  such  records  shall 
be  subject  to  the  other  exemptions  estab¬ 
lished  in  this  subpart  and  to  the  limita¬ 
tions  on  exemptions  established  in  Sub¬ 
part  E  of  this  part. 

(2)  The  record  of  a  section  305  hear¬ 
ing  shall  be  available  for  public  dis¬ 
closure  only  in  accordance  with  the  provi¬ 
sions  of  9  1.6(c)  of  this  chapter. 

(d)  Investigatory  records  for  law  en¬ 
forcement  purposes  shall  be  subject  to 
the  following  rules: 

(1)  No  such  record  is  available  for 
public  disclosure  prior  to  the  considera¬ 
tion  of  regulatory  enforcement  action 
based  upon  that  record's  being  closed,  ex¬ 
cept  as  provided  in  9  4.82.  The  Commis¬ 
sioner  will  exercise  his  discretion  to  dis¬ 
close  records  relating  to  possible  criminal 
prosecution  pursuant  to  9  4.82  prior  to 
consideration  of  criminal  prosecution  be¬ 
ing  closed  only  very  rarely  and  only 
under  circumstances  that  demonstrate  a 
compelling  public  interest. 

(2)  After  the  consideration  of  regula¬ 
tory  enforcement  action  is  closed,  such 
records  shall  be  made  available  for  pub¬ 
lic  disclosure  except  to  the  extent  that 
other  exemptions  from  disclosure  in  this 
subpart  are  applicable.  No  statements  of 
witnesses  obtained  through  promises  of 
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confidentiality  are  available  for  public 
disclosure. 

(3)  The  consideration  of  regulatory 
enforcement  action  based  upon  a  par¬ 
ticular  record  shall  be  deemed  to  be 
closed  within  the  meaning  of  this 
section: 

(i)  If  it  relates  to  administrative  ac¬ 
tion,  when  a  final  decision  has  been  made 
not  to  take  such  action  or  such  action 
has  been  taken  and  the  matter  has  been 
concluded. 

(ii)  If  it  relates  to  court  action,  when 
a  final  decision  has  been  made  not  to 
recommend  such  action  to  a  United 
States  attorney  based  upon  that  record, 
or  a  recommendation  has  been  finally 
refused  by  a  United  States  attorney,  or 
court  action  has  been  instituted  and  the 
matter  and  all  related  appeals  have  been 
concluded,  or  the  statute  of  limitations 
runs. 

(iii)  If  it  relates  to  both  administra¬ 
tive  and  court  action,  when  the  events 
described  in  both  paragraphs  (d)  (3)  (i) 
and  (d)  (3)  (ii)  of  this  section  have  oc¬ 
curred. 

(4)  Prior  to  disclosure  of  any  record 
specifically  reflecting  consideration  of 
possible  criminal  prosecution  of  any  in¬ 
dividual,  all  names  and  ether  informa¬ 
tion  that  would  identify  an  individual 
who  was  considered  for  criminal  prosecu¬ 
tion  but  who  was  not  prosecuted  shall 
be  deleted  unless  the  Commissioner  con¬ 
cludes  that  there  is  a  compelling  public 
interest  in  the  disclosure  of  such  names. 

(e)  Names  and  other  information  that 
would  identify  a  Pood  and  Drug  Admin¬ 
istration  employee  shall  be  deleted  from 
investigatory  records  prior  to  public  dis¬ 
closure  only  pursuant  to  5  4.32. 

Subpart  E — Limitations  on  Exemptions 

§  4.80  Applicability  of  limitations  on 
exemptions. 

(a)  The  limitations  on  exemptions 
established  in  this  subpart  shall  apply  to 
all  Pood  and  Drug  Administration  rec¬ 
ords,  except  as  specifically  provided  here¬ 
in.  Accordingly,  a  record  that  is  or¬ 
dinarily  exempt  from  public  disclosure 
in  accordance  with  the  provisions  in  Sub¬ 
part  D  of  this  part  is  available  for  such 
disclosure  to  the  extent  that  it  falls  with¬ 
in  a  limitation  on  the  exemption  con¬ 
tained  in  this  subpart.  For  example,  an 
investigatory  record  that  is  ordinarily 
exempt  from  disclosure  under  §  4.64  is 
disclosable  to  Congress  in  accordance 
with  the  provisions  of  §  4.87. 

(b)  Disclosure  of  a  record  to  any  mem¬ 
ber  of  the  public  pursuant  to  the  provi¬ 
sions  in  5  4.81,  data  and  information  pre¬ 
viously  disclosed  to  the  public,  in  §  4.82, 
discretionary  disclosure  by  the  Commis¬ 
sioner,  and  in  §  4.83,  disclosure  pursuant 
to  a  court  order,  shall  invoke  the  rule 
established  in  §  4.21  that  the  record  shall 
be  made  available  for  disclosure  to  all 
members  of  the  public  who  request  it. 
Disclosure  of  a  record  only  to  the  limited 
categories  of  persons  and  under  the  con¬ 
ditions  specified  in  §  4.84,  special  govern¬ 
ment  employees,  in  $  4.85,  other  Federal 
government  departments  and  agencies, 
in  §  4.86,  in  camera  disclosure  in  admin¬ 


istrative  or  court  proceedings,  in  8  4.87 
(b) ,  Congress,  in  §  4.88,  State  and  local 
government  officials,  and  in  §  4.89,  for¬ 
eign  government  officials,  which  does  not 
result  in  disclosure  of  the  record  to  any 
member  of  the  public  in  an  authorized 
manner,  shall  not  invoke  the  rule  estab¬ 
lished  in  §  4.21. 

(c)  Disclosure  to  government  em¬ 
ployees  and  special  government  em¬ 
ployees  of  records  exempt  from  public 
disclosure  shall  subject  those  persons  to 
the  same  restrictions  with  respect  to  the 
disclosure  of  such  records  as  any  Food 
and  Drug  Administration  employee. 

§  4.81  Data  and  information  previously 
disclosed  to  the  public. 

(a)  Any  Food  and  Drug  Administra¬ 
tion  record  that  is  otherwise  exempt 
from  public  disclosure  pursuant  to  Sub- 
part  D  of  this  part  is  available  for  public 
disclosure  to  the  extent  that  it  contains 
data  or  information  that  have  previously 
been  disclosed  in  a  lawful  manner  to 
any  member  of  the  public,  other  than  an 
employee  or  consultant  or  pursuant  to 
other  commercial  arrangements  with  ap¬ 
propriate  safeguards  for  secrecy. 

( 1 )  For  purposes  of  this  section,  an  in¬ 
dividual  shall  be  deemed  to  be  a  con¬ 
sultant  only  if  disclosure  of  the  infor¬ 
mation  was  necessary  in  order  to  per¬ 
form  that  specific  consulting  service  and 
the  purpose  of  the  disclosure  was  solely 
to  obtain  that  service.  The  number  of 
consultants  who  have  reoeived  such  In¬ 
formation  shall  have  been  limited  to  the 
number  reasonably  needed  to  perform 
that  particular  consulting  service. 

(2)  For  purposes  of  this  section,  other 
commercial  arrangements  shall  include 
licenses,  contracts,  and  similar  legal  re¬ 
lationships  between  business  associates. 

(b)  Any  data  or  information  furnished 
to  the  Food  and  Drug  Administration 
for  a  presubmission  review  pursuant  to 
the  procedure  established  in  §  4.44  shall 
be  accompanied  by  a  statement  that  the 
information  has  not  previously  been  pub¬ 
lished  or  disclosed  to  anyone  other  than 
as  provided  in  paragraph  (a)  of  this 
section. 

(c)  Any  statement  relating  to  prior 
public  disclosure  is  subject  to  the  False 
Reports  to  the  Government  Act,  18  U.S.C. 
1001. 

§  4.82  Discretionary  disclosure  by  the 
Commissioner. 

(a)  Except  as  provided  in  paragraph 
(b)  of  this  section,  the  Commissioner 
may,  in  his  discretion,  disclose  part  or 
all  of  any  Food  and  Drug  Administra¬ 
tion  record  that  is  otherwise  exempt 
from  disclosure  pursuant  to  Subpart  D 
of  this  part.  The  Commissioner  shall  ex¬ 
ercise  his  discretion  to  disclose  such  rec¬ 
ords  whenever  he  determines  that  such 
disclosure  is  in  the  public  interest,  will 
promote  the  objectives  of  the  act  and  the 
agency,  and  is  consistent  with  the  rights 
of  individuals  to  privacy,  the  property 
rights  of  persons  in  trade  secrets,  and  the 
need  for  the  agency  to  promote  frank 
internal  policy  deliberations  and  to  pur¬ 
sue  its  regulatory  activities  without  dis¬ 
ruption. 


(b)  The  Commissioner  shall  not  make 
available  for  public  disclosure  any  record 
that  is: 

(1 )  Exempt  from  public  disclosure  pur¬ 
suant  to  §  4.61. 

(2)  Exempt  from  public  disclosure  pur¬ 
suant  to  §  4.63. 

(3)  Prohibited  from  public  disclosure 
pursuant  to  21  U.S.C.  331(j),  42  U.S.C. 
263g(d>,  42  U.S.C.  263i,  or  18  U.S.C.  1905. 

(c)  Discretionary  disclosure  of  a  record 
pursuant  to  this  section  shall  Invoke 
the  requirement  that  the  record  shall  be 
disclosed  to  any  person  who  requests 
it  pursuant  to  5  4.21,  but  shall  not  set 
a  precedent  for  discretionary  disclosure 
of  any  similar  or  related  record  and  shall 
not  obligate  the  Commissioner  to  exer¬ 
cise  his  discretion  to  disclose  any  other 
record  that  is  exempt  from  disclosure. 

'  §  4.83  Disclosure  required  by  court 
order. 

Records  of  the  Food  and  Drug  Admin¬ 
istration  which  the  Commissioner  has 
determined  are  not  available  for  public 
disclosure,  either  in  the  form  of  a  regu¬ 
lation  published  or  cross-referenced  In 
this  part  or  by  a  written  determination 
pursuant  to  the  procedure  established  in 
§  4.44,  shall  nevertheless  be  made  avail¬ 
able  for  public  disclosure  In  compliance 
with  a  final  court  order  requiring  such 
disclosure. 

§  4.84  Disclosure  to  consultants,  advi¬ 
sory  committees.  State  and  local  gov¬ 
ernment  officials  commissioned  pur¬ 
suant  to  21  U.S.C.  372(a),  and  other 
special  government  employees. 

Data  and  teiformatlon  otherwise  ex¬ 
empt  from  public  disclosure  may  be  dis¬ 
closed  to  Food  and  Drug  Administration 
consultants,  advisory  committees,  State 
and  local  government  officials  commis¬ 
sioned  pursuant  to  21  U.S.C.  372(a),  and 
other  special  government  employees  for 
use  only  in  their  work  with  the  Food 
and  Drug  Administration.  Such  persons 
are  thereafter  subject  to  the  same  re¬ 
strictions  with  respect  to  the  disclosure 
of  such  data  and  Information  as  any 
other  Food  and  Drug  Administration 
employee. 

§  4.85  Disclosure  to  other  Federal  - 
eminent  departments  and  agencies. 

Any  Pood  and  Drug  Administration 
record  otherwise  exempt  from  public  dis¬ 
closure  may  be  disclosed  to  other  Federal 
government  departments  and  agencies, 
except  that  trade  secrets  prohibited  by 
21  U.S.C.  331  (j)  from  disclosure  outside 
the  Department  of  Health,  Education, 
and  Welfare  may  be  disclosed  only  to  a 
department  or  agency  that  has  concur¬ 
rent  jurisdiction  over  the  matter  and 
separate  legal  authority  to  obtain  the 
specific  information  involved.  Any  dis¬ 
closure  under  this  section  shall  be  pur¬ 
suant  to  an  agreement  that  the  record 
shall  not  be  further  disclosed  by  the  other 
department  or  agency  except  with  the 
written  permission  of  the  Food  and  Drug 
Administration. 
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§  4.86  Disclosure  in  administrative  or 
court  proceedings. 

Data  and  Information  otherwise  ex¬ 
empt  from  public  disclosure  may  be  re¬ 
vealed  In  Food  and  Drug  Administration 
administrative  or  court  proceedings 
where  the  data  or  information  are  rele¬ 
vant.  The  Food  and  Drug  Administra¬ 
tion  will  request  that  the  data  or  infor¬ 
mation  be  held  in  camera  and  that  any 
other  appropriate  measures  be  taken  to 
reduce  disclosure  to  the  minimum  neces¬ 
sary  under  the  circumstances. 

§  4.87  Disclosure  to  Congress. 

(a)  All  records  of  the  Food  and  Drug 
Administration  shall  be  disclosed  to 
Congress  upon  an  authorized  request, 
except  for  trade  secrets  prohibited  by 
21  U.S.C.  331 U)  from  disclosure  outside 
the  Department  of  Health,  Education, 
and  Welfare. 

(b)  An  authorized  request  for  Food 
and  Drug  Administration  records  by 
Congress  shall  be  made  by  the  chairman 
of  a  committee  or  subcommittee  of  Con¬ 
gress  acting  pursuant  to  committee 
business. 

(c)  An  individual  member  of  Congress 
who  requests  a  record  for  his  own  use 
or  on  behalf  of  any  constituent  shall  be 
subject  to  the  same  rules  in  this  part 
that  apply  to  any  other  member  of  the 
public. 

§  4.88  Communications  with  State  and 
local  government  officials. 

(a)  A  State  or  local  government  offi¬ 
cial  commissioned  by  the  Food  and  Drug 
Administration  pursuant  to  21  U.S.C. 
372(a)  shall  have  the  same  status  with 
respect  to  disclosure  of  Food  and  Drug 
Administration  records  as  any  special 
government  employee. 

(b)  Communications  with  State  and 
local  government  officials  with  respect 
to  law  enforcement  activities  undertaken 
pursuant  to  a  contract  between  the  Food 
and  Drug  Administration  and  such  offi¬ 
cials  shall  be  subject  to  the  rules  for 
public  disclosure  established  in  5  4.64. 

(c)  Communications  with  State  and 
local  government  officials  who  are  not 
commissioned  pursuant  to  21  U.S.C. 
372(a)  or  under  a  contract  to  perform 
law  enforcement  activities  shall  have  the 
same  status  as  communications  with  any 
member  of  the  public,  except  that: 

(1)  Investigatory  records  compiled  for 
law  enforcement  purposes  by  State  and 
local  government  officials  who  perform 
counterpart  functions  to  the  Food  and 
Drug  Administration  at  the  State  and 
local  level,  and  trade  secrets  and  confi¬ 
dential  commercial  or  financial  infor¬ 
mation  obtained  by  such  officials, 
which  are  voluntarily  disclosed  to  the 
Food  and  Drug  Administration  as  part 
of  cooperative  law  enforcement  and  reg¬ 
ulatory  efforts,  shall  be  exempt  from  pub¬ 
lic  disclosure  to  the  same  extent  to  which 
the  records  would  be  so  exempt  pursu¬ 
ant  to  §8  4.61  and  4.64,  as  if  they  had 
been  prepared  by  or  submitted  directly 
to  Food  and  Drug  Administration  em¬ 
ployees,  except  that  Investigatory  rec¬ 


ords  shall  be  exempt  from  disclosure  for 
a  longer  period  of  time  If  the  State  or 
local  government  officials  so  require  as 
a  condition  of  their  furnishing  the  In¬ 
formation  to  the  Food  and  Drug 
Administration. 

(2)  Disclosure  of  investigatory  records 
compiled  for  law  enforcement  purposes 
by  the  Food  and  Drug  Administration  to 
State  and  local  government  officials  who 
perform  counterpart  functions  to  the 
Food  and  Drug  Administration  at  the 
State  and  local  level  as  part  of  coopera¬ 
tive  law  enforcement  efforts  does  not 
invoke  the  rule  established  in  S  4.21  that 
such  records  shall  be  made  available  for 
disclosure  to  all  members  of  the  public. 

§  4.89  Communications  with  foreign 
government  officials. 

Communications  with  foreign  govern¬ 
ment  officials  shall  have  the  same  status 
as  communications  with  any  member  of 
the  public,  except  that: 

(a)  Investigatory  records  compiled  for 
law  enforcement  purposes  by  foreign  gov¬ 
ernment  officials  who  perform  counter¬ 
part  functions  to  the  Food  and  Drug 
Administration  in  a  foreign  country,  and 
trade  secrets  and  confidential  commer¬ 
cial  or  financial  information  obtained  by 
such  officials,  which  are  voluntarily  dis¬ 
closed  to  the  Food  and  Drug  Administra¬ 
tion  as  part  of  cooperative  law  enforce¬ 
ment  and  regulatory  efforts,  shall  be 
exempt  from  public  disclosure  to  the 
same  extent  to  which  the  records  would 
be  so  exempt  pursuant  to  §§4.61  and 
4.64,  as  if  they  had  been  prepared  by  or 
submitted  directly  to  Food  and  Drug 
Administration  employees,  except  that 
investigatory  records  shall  be  exempt 
from  disclosure  for  a  longer  period  of 
time  if  the  foreign  government  officials 
so  require  as  a  condition  of  their  furn¬ 
ishing  the  information  to  the  Food  and 
Drug  Administration. 

(b)  Disclosure  of  investigatory  records 
compiled  for  law  enforcement  purposes 
by  the  Food  and  Drug  Administration  to 
foreign  government  officials  who  perform 
counterpart  functions  to  the  Food  and 
Drug  Administration  in  a  foreign  country 
as  part  of  cooperative  law  enforcement 
efforts  does  not  invoke  the  rule  estab¬ 
lished  in  §  4.21  that  such  records  shall 
be  made  available  for  disclosure  to  all 
members  of  the  public. 

§  4.90  Use  of  data  or  information  for 
administrative  or  court  enforcement 
action. 

Nothing  in  this  part  or  this  chapter 
shall  prevent  the  Food  and  Drug  Ad¬ 
ministration  from  using  any  data  or  in¬ 
formation,  whether  obtained  voluntarily 
or  involuntarily  and  whether  or  not  it  is 
available  for  public  disclosure,  as  the 
basis  for  taking  any  administrative  or 
court  enforcement  action  within  its  juris¬ 
diction.  Data  and  information  otherwise 
exempt  from  public  disclosure  are  never¬ 
theless  available  for  public  disclosure  to 
the  extent  necessary  to  effectuate  such 
action,  e.g.,  the  brand  name,  code  desig¬ 
nation,  and  distribution  information  are 
released  when  a  product  is  recalled. 


Subpart  F — Availability  of  Specific 
Categories  of  Records 

§4.100  Applicability;  cross-reference  to 
other  regulations. 

(a)  The  provisions  set  forth  in  this 
subpart  or  cross-referenced  in  paragraph 
(c)  of  this  section  state  the  way  in  which 
specific  categories  of  Food  and  Drug 
Administration  records  are  handled  upon 
a  request  for  public  disclosure.  The  ex¬ 
emptions  established  in  Subpart  D  of 
this  part  and  the  limitations  on  exemp¬ 
tions  established  in  Subpart  E  of  this 
part  shall  be  applicable  to  all  Food  and 
Drug  Administration  records,  as  provided 
in  §§  4.60  and  4.80.  Accordingly,  a  record 
that  is  ordinarily  available  for  public 
disclosure  in  accordance  with  this  part 
or  under  other  regulations  is  not  avail¬ 
able  for  such  disclosure  to  the  extent  that 
it  falls  within  an  exemption  contained  in 
Subpart  D  of  this  part  except  as  pro¬ 
vided  by  the  limitations  on  exemptions 
specified  <in  Subpart  E  of  this  part. 

(b)  The  Commissioner,  on  his  own  ini¬ 
tiative  or  on  the  petition  of  any  interested 
person,  may  amend  this  subpart  or  pro¬ 
mulgate  and  cross-reference  additional 
regulations  to  state  the  status  of  addi¬ 
tional  categories  of  documents  to  settle 
pending  questions  or  to  reflect  court 
decisions. 

(c)  In  addition  to  the  provisions  of  this 
part,  rules  on  the  availability  of  the  fol¬ 
lowing  specific  categories  of  Food  and 
Drug  Administration  records  are  estab¬ 
lished  by  regulations  in  this  chapter: 

(1)  Section  305  hearing  records,  in 
§  1.6(c)  of  this  chapter. 

(2)  Flavor  ingredient  records  and 
notes,  in  §  1.12(1)  (4)  (iv)  of  this  chapter. 

(3)  Environmental  impact  analysis  re¬ 
ports  and  draft  and  final  environmental 
impact  statements,  in  §§  6.1(h)  and  6.6 
of  this  chapter. 

(4)  Color  additive  petitions,  in  §  8.9 
of  this  chapter. 

(5)  Food  standard  temporary  permits, 
in  §  10.5(k)  of  this  chapter. 

•  (6)  Information  on  thermal  processing 
of  low-acid  foods  packaged  in  hermeti¬ 
cally  sealed  containers,  in  §  90.20(c)  (4) 
of  this  chapter. 

(7)  Food  additive  petitions,  in  §  121.51 
(h)  of  this  chapter. 

(8)  Action  levels  for  natural  and  un¬ 
avoidable  defects  in  food  for  human  use. 
in  §  128.10(e)  of  this  chapter. 

(9)  Drug  establishment  registrations 
and  drug  listings,  in  §  132.9  of  this  chap¬ 
ter. 

(10)  Investigational  new  animal  drug 
notices,  in  {  135.33  of  this  chapter. 

(11)  New  animal  drug  application  files, 
in  §  135.33a  of  this  chapter. 

(12)  Investigational  new  animal  drug 
notice  and  a  new  animal  drug  applica¬ 
tion  file  for  an  antibiotic  drug,  in  §  146.16 
of  this  chapter. 

(13)  Methadone  patient  records,  in 

§  310.505(g)  of  this  chapter.  ; 

(14)  Investigational  new  drug  notice,  3 
in  §  312.5  of  this  chapter. 

(15)  Labeling  for  and  lists  of  approved 
new  drug  applications,  In  8  314.10  of  this  , 
chapter. 
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(16)  Master  files  for  new  drug  applica¬ 
tions.  in  S  314.11  of  this  chapter. 

(17)  New  drug  application  file,  in 
§  314.14  of  this  chapter. 

(18)  Data  and  information  submitted 
for  in  vitro  diagnostic  products,  in  i  328.4 
of  this  chapter. 

(19)  Data  and  information  submitted 
feu:  OTC  drug  review,  in  $  330.10(a)  (2) 
of  this  chapter. 

(20)  Investigational  new  drug  notice 
for  an  antibiotic  drug,  in  §  431.70  of 
this  chapter. 

(21)  Antibiotic  drug  file,  in  S  431.71  of 
this  chapter. 


document  filed  In  the  court.  If  the  Food 
and  Drug  Administration  cannot  deter¬ 
mine  whether  it  has  an  accurate  copy 
of  such  a  record  or  document,  the  per¬ 
son  requesting  a  copy  shall  be  referred 
to  the  court  involved. 

(b)  After  a  recommendation  for  court 
action  has  been  finally  refused  by  a 
United  States  attorney,  the  correspond¬ 
ence  with  the  United  States  attorney 
and  the  Department  of  Justice  with  re¬ 
spect  to  that  recommendation ,  including 
the  pleadings  recommended  for  filing 
with  the  court,  is  available  for  public 
disclosure.  Prior  to  disclosure  of  any 
record  specifically  reflecting  considera¬ 


te  Any  contract  relating  to  agency 
testing  and  research,  and  any  progress 
report  relating  thereto,  is  available  for 
public  disclosure. 

(c)  The  results  of  all  testing  or  re¬ 
search  conducted  by  or  with  funds  pro¬ 
vided  by  the  Food  and  Drug  Administra¬ 
tion,  such  as  toxicological  testing,  com¬ 
pliance  assays,  methodology  studies,  and 
product  testing,  are  available  for  public 
disclosure  when  the  final  report  is  com¬ 
plete  and  accepted  by  the  responsible 
Food  and  Drug  Administration  official, 
after  deletion  of  any  information  that 


(22)  Data  and  information  submitted 
for  biologies  review,  in  §  601.25(b)  (2)  of 
this  chapter. 

(23)  Investigational  new  drug  notice 
for  a  biological  product,  in  §  601.50  of  this 
chapter. 

(24)  Applications  for  establishment 
and  product  licenses  for  biological  pro¬ 
ducts,  in  §  601.51  of  this  chapter. 

(25)  Cosmetic  establishment  registra¬ 
tions,  in  §  710.7  of  this  chapter. 

(26)  Cosmetic  product  ingredient  and 
cosmetic  raw  material  composition  state¬ 
ments,  in  $  720.8  of  this  chapter. 

(27)  Cosmetic  product  experience  re¬ 
ports,  in  S  730.7  of  this  chapter. 

(28)  Electronic  product  information, 
in  88  1002.4  and  1002.42  of  this  chapter. 

§  4.101  Administrative  enforcement  rec¬ 
ords. 

(a)  All  Food  and  Drug  Administration 
records  relating  to  administrative  en¬ 
forcement  action  disclosed  to  any  mem¬ 
ber  of  the  public,  including  the  person 
who  is  the  subject  of  such  action,  are 
available  for  public  disclosure  at  the  time 
such  disclosure  is  first  made.  Such  re¬ 
cords  include  correspondence  with  com¬ 
panies  following  factory  inspection,  recall 
or  detention  requests,  notice  of  refusal 
of  admission  of  an  imported  product,  re¬ 
gulatory  letters,  information  letters. 
Forms  FD-483  and  FD-2275  furnished  to 
companies  after  factory  inspection,  and 
similar  records. 

(b)  To  the  extent  that  any  of  such 
records  fall  within  the  exemption  for 
investigatory  records  established  in 
8  4.64,  the  Commissioner  determines 
that  they  are  subject  to  discretionary 
release  pursuant  to  $  4.82. 

(c)  Records  relating  to  administra¬ 
tive  enforcement  action  that  are  not  dis¬ 
closed  to  any  member  of  the  public  con¬ 
stitute  investigatory  records  that  are 
subject  to  the  rules  for  disclosure  estab¬ 
lished  in  §  4.64.  For  example,  an  estab¬ 
lishment  inspection  report  is  an  investi¬ 
gatory  record  and  thus  subject  to  §  4.64 
except  insofar  as  the  Commissioner  ex¬ 
ercises  his  discretion  to  release  it  pur¬ 
suant  to  8  4.82. 

§  4.102  Court  enforcement  records. 

(a)  All  records  and  documents  filed  In 
the  courts  are  available  for  public  dis¬ 
closure  unless  the  court  orders  other¬ 
wise.  The  Food  and  Drug  Administra¬ 
tion  will  make  available  for  public  dis¬ 
closure  suth  records  or  documents  if  the 
agency  can  determine  that  it  has  an 
accurate  copy  of  the  actual  record  or 


tion  of  possible  criminal  prosecution  of 
any  individual,  all  names  and  other  in¬ 
formation  that  would  Identify  an  in¬ 
dividual  who  was  considered  for  criminal 
prosecution  but  who  was  not  prosecuted 
shall  be  deleted  unless  the  Commissioner 
concludes  that  there  is  a  compelling  pub¬ 
lic  interest  in  the  disclosure  of  such 
names. 

§  4.103  Correspondence. 

(a)  All  correspondence  to  and  from 
members  of  the  public,  members  of  Con¬ 
gress,  organization  or  company  officials, 
or  other  persons,  except  members  of  the 
Executive  Branch  of  the  Federal  Gov¬ 
ernment  and  special  government  em¬ 
ployees,  is  available  for  public  disclosure. 

(b)  Any  such  correspondence  is  avail¬ 
able  for  public  disclosure  at  the  time  that 
it  is  sent  or  received  by  the  Food  and 
Drug  Administration  unless  a  different 
time  for  such  disclosure  is  specified  in 
other  rules  established  or  cross-refer¬ 
enced  in  this  part,  e.g.,  correspondence 
relating  to  an  IND  notice  or  an  NDA  in 
8  314.14(e)  (7)  of  this  chapter. 

§  4.104  Summaries  of  oral  discussions. 

(a)  All  written  summaries  of  oral  dis¬ 
cussions,  whether  in  person  or  by  tele¬ 
phone,  with  members  of  the  public,  mem¬ 
bers  of  Congress,  organization  or  Com¬ 
pany  officials,  or  other  persons,  except 
members  of  the  Executive  Branch  of  the 
Federal  government  or  special  govern¬ 
ment  employees,  are  available  for  public 
disclosure. 

(b)  Any  such  summary  is  available  for 
public  disclosure  at  the  time  that  it  is 
prepared  by  the  Food  and  Drug  Ad¬ 
ministration  unless  a  different  time  for 
such  disclosure  is  specified  in  other  rules 
established  or  cross-referenced  in  this 
part,  e.g.,  summaries  of  oral  discussions 
relating  to  a  food  additive  petition  in 
8  121.51(h)(3)  of  this  chapter. 

(c)  If  more  than  one  summary  of  an 
oral  discussion  exists  in  a  Food  and  Drug 
Administration  file,  all  such  summaries 
shall  be  disclosed  in  response  to  any  re¬ 
quest  for  such  summary. 

§  4.1 05  Testing  and  research  conducted 
by  or  with  funds  provided  by  the 
Food  and  Drug  Administration. 

(a)  Any  list  that  may  be  prepared  by 
the  Food  and  Drug  Administration  of 
testing  and  research  being  conducted  by 
or  with  funds  provided  by  the  Food  and 
Drug  Administration  Is  available  for 
public  disclosure. 


would  reveal  confidential  investigative 
techniques  and  procedures,  e.g.,  the  use 
of  “markers”  to  document  adulteration 
of  a  product.  If  such  results  are  disclosed 
in  an  authorized  manner  to  any  member 
of  the  public  before  the  final  report  is 
available,  they  are  immediately  avail¬ 
able  for  public  disclosure  to  any  member 
of  the  public  who  requests  them. 

(d)  Access  to  all  raw  data,  slides, 
worksheets,  and  other  similar  working 
materials  shall  be  provided  at  the  same 
time  that  the  final  report  is  disclosed. 

§  4.106  Studies  and  reports  prepared  by 
or  with  funds  provided  by  the  Food 
and  Drug  Administration. 

(а)  The  following  types  of  reports  and 
studies  prepared  by  or  with  funds  pro¬ 
vided  by  the  Food  and  Drug  Administra¬ 
tion  are  available  for  public  disclosure 
upon  their  acceptance  by  the  responsible 
agency  official: 

(1)  Quarterly  and  annual  reports  of 
the  agency. 

(2)  External  investigations  or  review 
of  agency  needs  and  performance. 

(3)  Surveys,  compilations,  and  sum¬ 
maries  of  data  and  information. 

(4)  Consumer  surveys. 

(5)  Compliance  surveys. 

(б)  Compliance  programs,  except  that 
names  of  specific  firms,  the  location  of 
specific  activities,  and  details  about 
sampling  numbers  or  sizes  shall  be  de¬ 
leted  until  implementation  of  the  pro¬ 
gram  is  completed. 

(7)  Work  plans  prepared  by  Food  and 
Drug  Administration  bureaus,  field  of¬ 
fices,  and  other  components,  except  that 
names  of  specific  firms,  the  location  of 
specific  activities,  and  details  about 
sampling  numbers  or  sizes  shall  be  de¬ 
leted  until  implementation  of  the  plan 
is  completed. 

(b)  The  following  types  of  reports  and 
studies  prepared  by  or  with  funds  pro¬ 
vided  by  the  Food  and  Drug  Adminis¬ 
tration  are  not  available  for  public 
disclosure: 

(1)  Internal  audits  of  agency  needs 
and  performance. 

(2)  Records  relating  to  the  Internal 
planning  and  budget  process. 

(3)  Legislative  proposals  or  comments 
prior  to  submission  to  Congress. 

§  4.107  Food  and  Drug  Administration 
manuals. 

(a)  All  Food  and  Drug  Administra¬ 
tion  staff  manuals  and  instructions  to 
staff  that  affect  a  member  of  the  public 
are  available  for  public  disclosure.  An 
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index  of  all  such  manuals  Is  available  at 
the  Food  and  Drug  Administration  Pub¬ 
lic  Records  and  Documents  Center  In 
accordance  with  S  4.26. 

(b)  Manuals  relating  solely  to  inter¬ 
nal  personnel  rules  and  practices  are 
not  available  for  public  disclosure  except 
to  the  extent  that  the  Commissioner 
determines  that  they  should  be  disclosed 
pursuant  to  $  4.82. 

(c)  All  Food  and  Drug  Administration 
action  levels  which  are  used  to  determine 
when  the  agency  will  take  regulatory 
action  against  a  violative  product,  lim¬ 
its  of  sensitivity  and  variablty  of  ana¬ 
lytical  methods  which  are  used  in  de¬ 
termining  whether  a  product  violates  the 
law,  and  direct  reference  levels  above 
which  Food  and  Drug  Administration 
field  offices  may  request  legal  action  di¬ 
rectly  to  the  office  of  the  General  Coun¬ 
sel,  are  available  for  public  disclosure. 

§  4.108  Agreements  between  the  Food 
and  Drug  Administration  and  other 
departments,  agencies,  and  organ¬ 
izations. 

(a)  All  written  agreements  and  un¬ 
derstandings  signed  by  the  Food  and 
Drug  Administration  and  other  depart¬ 
ments,  agencies,  and  organizations  are 
available  for  public  disclosure. 

(b)  A  permanent  file  of  all  such  agree¬ 
ments  and  understandings  is  available 
for  public  review  during  working  hours 
in  the  Food  and  Drug  Administration 
Public  Records  and  Documents  Center. 

(c)  In  accordance  with  the  notice 
published  in  the  Federal  Register  of 
October  3,  1974  (39  FR  35697),  all  such 
agreements  and  understandings  shall  be 
published  in  the  Federal  Register. 

§  4.109  Data  and  information  obtained 
by  contract. 

All  data  and  information  obtained  by 
the  Food  and  Drug  Administration  by 
contract,  including  all  progress  reports 
pursuant  to  a  contract,  are  available  for 
public  disclosure  when  accepted  by  the 
responsible  agency  official  except  to  the 
extent  that  they  remain  subject  to  an 
exemption  established  in  Subpart  D  of 
this  part,  e.g.,  they  relate  to  law  en¬ 
forcement  matters  as  provided  in 
§  4.88(b). 

§  4.110  Data  and  information  about 
Food  and  Drug  Administration  em¬ 
ployees. 

(a)  The  name,  title,  grade,  position 
description,  salary,  work  address,  and 
work  telephone  number  for  every  Food 
and  Drug  Administration  employee  are 
available  for  public  disclosure.  The  home 
address  and  home  telephone  number  of 
any  such  employee  are  not  available  for 
public  disclosure. 

(b)  Statistics  on  the  prior  employ¬ 
ment  experience  of  present  agency  em¬ 
ployees,  and  subsequent  employement  of 
past  agency  employees,  are  available  for 
public  disclosure. 

§  4.111  Data  and  information  submitted 
voluntarily  to  the  Food  and  Drug  Ad¬ 
ministration. 

(a)  The  provisions  of  this  section  shall 
apply  only  to  data  and  information  sub¬ 


mitted  voluntarily  to  the  Food  and  Drug 
Administration,  whether  in  the  course  of 
a  factory  Inspection  or  at  any  other  time, 
and  not  as  a  part  of  any  petition,  appli¬ 
cation,  master  file,  or  other  required  sub¬ 
mission  or  request  for  action.  Data  and 
information  that  may  be  required  to  be 
submitted  to  the  Food  and  Drug  Ad¬ 
ministration  but  that  are  submitted  vol¬ 
untarily  instead  are  not  subject  to  the 
provisions  of  this  section  and  will  be 
handled  as  if  they  had  been  required  to 
be  submitted. 

(b)  A  determination  that  data  or  in¬ 
formation  submitted  voluntarily  will  be 
held  in  confidence  and  will  not  be  avail¬ 
able  for  public  disclosure  shall  be  made 
only  in  the  form  of  a  regulation  pub¬ 
lished  or  cross-referenced  in  this  part  or 
by  a  written  determination  pursuant  to 
the  procedure  established  in  §  4.44. 

(c)  The  following  data  and  informa¬ 
tion  submitted  voluntarily  to  the  Food 
and  Drug  Administration  are  available 
for  public  disclosure  unless  extraordinary 
circumstances  are  shown: 

(1)  All  safety,  effectiveness,  and  func¬ 
tionality  data  and  information  for  a 
marketed  ingredient  or  product,  except 
as  provided  in  §  330.10(a)  (2)  of  this 
chapter  for^OTC  drugs. 

(2)  A  protocol  for  a  test  or  study,  un¬ 
less  it  is  shown  to  fall  within  the  exemp¬ 
tion  established  in  §  4.61  for  trade  se¬ 
crets  and  confidential  commercial  or 
financial  information. 

(3)  Adverse  reaction  reports,  product 
experience  reports,  consumer  complaints, 
and  other  similar  data  and  information 
shall  be  disclosed  as  follows: 

(i)  If  submitted  by  a  consumer  or  user 
of  the  product,  the  record  is  available  for 
public  disclosure  after  deletion  of  names 
and  other  information  that  would  iden¬ 
tify  the  person  submitting  the  informa¬ 
tion. 

(ii)  If  submitted  by  the  manufacturer 
of  the  product,  the  record  is  available  for 
public  disclosure  after  deletion  of: 

(a)  Names  and  any  information  that 
would  identify  the  person  using  the 
product. 

(b)  Names  and  any  Information  that 
would  identify  any  third  party  involved 
with  the  report,  such  as  a  phsyician  or 
hospital  or  other  institution. 

(c)  Names  and  any  other  information 
that  would  identify  the  manufacturer  or 
the  brand  designation  of  the  product, 
but  not  the  type  of  product  or  its  ingredi¬ 
ents. 

(iii)  If  submitted  by  a  third  party,  such 
as  a  physician  or  hospital  or  other  insti¬ 
tution,  the  record  is  available  for  public 
disclosure  after  deletion  of: 

(a)  Names  and  any  Information  that 
would  identify  the  person  using  the 
product. 

(b)  Names  and  any  information  that 
would  identify  any  third  party  involved 
with  the  report,  such  as  a  physician  or 
hospital  or  other  institution. 

(iv)  If  obtained  through  a  Food  and 
Drug  Administration  investigation,  the 
record  shall  have  the  same  status  as  the 
initial  report  which  led  to  the  investiga¬ 
tion,  i.e.,  it  shall  be  disclosed  in  accord¬ 


ance  with  paragraph  (c)  (3)  (i)  through 
(iii)  of  this  section. 

(v)  Any  compilation  of  data,  infor¬ 
mation,  and  reports  prepared  in  a  way 
that  does  not  reveal  data  or  information 
which  is  not  available  for  public  dis¬ 
closure  under  this  section  is  available  for 
public  disclosure. 

(vi)  If  a  person  requests  a  copy  of  any 
such  record  relating  to  a  specific  indi¬ 
vidual  or  a  specific  incident,  such  request 
will  be  denied  unless  accompanied  by  the 
written  consent  to  such  disclosure  of  the 
person  who  submitted  the  report  to  the 
Food  and  Drug  Administration  and  the 
individual  who  is  the  subject  of  the 
report. 

(4)  A  list  of  all  ingredients  contained 
in  a  food  or  cosmetic,  whether  or  not  it 
is  in  descending  order  of  predominance, 
or  a  list  of  all  active  ingredients  and  any 
inactive  ingredients  previously  disclosed 
to  the  public  as  defined  in  5  4.81  con¬ 
tained  in  a  drug,  or  a  list  of  all  ingredi¬ 
ents  or  components  in  a  device.  A  par¬ 
ticular  ingredient  or  component  or  group 
of  ingredients  or  components  shall  be  de¬ 
leted  from  any  such  list  for  a  cosmetic  or 
device  prior  to  public  disclosure  upon  a 
determination  made  pursuant  to  3  4.44 
that  the  ingredient  or  ingredients  fall 
within  the  exemption  established  in 
5  4.61  for  trade  secrets  and  confidential 
commercial  Information,  and  a  notation 
shall  be  made  that  ar.y  such  ingredient 
list  is  incomplete. 

(5)  An  assay  method  or  other  analyti¬ 
cal  method,  unless  it  serves  no  regulatory 
or  compliance  purpose  and  is  shown  to 
fall  within  the  exemption  established  in 
§  4.61. 

(d)  The  following  data  and  informa¬ 
tion  submitted  voluntarily  to  the  Food 
and  Drug  Administration  are  not  avail¬ 
able  for  public  disclosure  unless  they 
have  been  previously  disclosed  to  the 
public  as  defined  in  3  4.81  or  they  relate 
to  a  product  or  ingredient  Ahat  has  been 
abandoned  and  they  no  longer  represent 
a  trade  secret  or  confidential  commercial 
or  financial  information  as  defined  in 
3  4.61: 

(1)  All  safety,  effectiveness,  and  func¬ 
tionality  data  and  Information  for  a 
developmental  ingredient  or  product  that 
has  not  previously  been  disclosed  to  the 
public  as  defined  in  3  4.81. 

(2)  Manufacturing  methods  or  proc¬ 
esses,  including  quality  control  proce¬ 
dures. 

(3)  Production,  sales,  distribution,  and 
similar  data  and  information,  except 
that  any  compilation  of  such  data  and 
information  aggregated  and  prepared  in 
a  way  that  does  not  reveal  data  or  in¬ 
formation  which  is  not  available  for  pub¬ 
lic  disclosure  under  this  provision  is 
available  for  public  disclosure. 

(4)  Quantitative  or  semiquantitative 
formulas. 

(e)  For  purposes  of  this  regulation, 
safety,  effectiveness,  and  functionality 
data  include  all  studies  and  teste  of  an 
ingredient  or  a  product  on  animals  and 
humans  and  all  studies  and  tests  on  the 
ingredient  or  product  for  Identity,  sta¬ 
bility,  purity,  potency,  bioavailability, 
performance,  and  usefulness. 
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§  4.112  Voluntary  drug  experience  re¬ 
port*  submitted  by  physicians  and 
hospitals. 

<»)  A  voluntary  drug  experience  re¬ 
port  to  the  Pood  and  Drug  Administra¬ 
tion  on  Form  FD-1639  shall  be  handled 
in  accordance  with  the  rules  established 
in  5  4.111(c)  (3)  Oil). 

(b)  If  a  person  requests  a  copy  of  any 
such  reeord  relating  to  a  specific  in¬ 
dividual  or  a  specific  incident,  such  re¬ 
quest  will  be  denied  unless  accompanied 
by  the  written  consent  to  such  disclosure 
of  the  person  who  submitted  the  report 
to  the  Food  and  Drug  Administration 
and  the  individual  who  is  the  subject  of 
the  report. 

§  4.113  Voluntary  product  defect  re¬ 
ports. 

Voluntary  reports  of  defects  in  prod¬ 
ucts  subject  to  the  jurisdiction  of  the 
Food  and  Drug  Administration  are  avail¬ 
able  for  public  disclosure: 

(a)  If  the  report  is  submitted  by  the 
manufacturer,  after  deletion  of  data 
and  information  falling  within  the 
exemptions  established  in  {  4.61  for  trade 
secrets  and  confidential  commercial  or 
financial  information  and  in  (4.63  for 
personal  privacy. 

(b)  If  the  report  is  submitted  by  any 
person  other  than  the  manufacturer, 
after  deletion  of  names  and  other  in¬ 
formation  that  would  identify  the  per¬ 
son  submitting  the  report  and  any  data 
or  Information  falling  within  the  exemp¬ 
tion  established  in  {4.63  for  personal 
privacy. 

§  4.114  Data  and  information  submitted 

pursuant  to  cooperative  quality  as¬ 
surance  agreements. 

Data  and  information  submitted  to  the 
Food  and  Drug  Administration  pursuant 
to  a  cooperative  quality  assurance  agree¬ 
ment  shall  be  handled  in  accordance 
with  the  rules  established  in  {  4.111. 

§4.115  Product  codes  for  manufactur¬ 
ing  or  sales  dates. 

Data  or  information  in  Food  and  Drug 
Administration  files  which  provide  a 
means  for  deciphering  or  decoding  a 
manufacturing  date  or  sales  date  or  use 
date  contained  on  the  label  or  in  label¬ 
ing  or  otherwise  used  in  connection  with 
a  product  subject  to  the  jurisdiction  of 
the  Food  and  Drug  Administration  are 
available  for  public  disclosure. 

§  4.116  Drug  listing  information. 

Information  submitted  to  the  Food 
and  Drug  Administration  pursuant  to 
section  510  of  the  act  (21  U.S.C.  360) 
shall  be  subject  only  to  the  special  dis¬ 
closure  provisions  established  in  {  132.9 
of  this  chapter. 

§  4.117  New  drug  information. 

(a)  The  following  computer  printouts 
are  available  for  public  inspection  in  the 
Food  and  Drug  Administration  Public 
Records  and  Documents  Center: 

(1)  A  numerical  listing  of  all  new 
drug  applications  and  abbreviated  new 
drug  applications  approved  since  1938, 
showing  the  NDA  number,  the  trade 


name,  the  applicant,  the  approval  date, 
and,  where  applicable,  the  date  the  ap¬ 
proval  was  withdrawn  and  the  date  the 
Food  and  Drug  Administration  was 
notified  that  marketing  of  the  product 
was  discontinued. 

(2)  A  numerical  listing  of  all  new  drug 
applications  and  abbreviated  new  drug 
applications  approved  since  1938  which 
are  still  approved,  showing  the  same  in¬ 
formation  as  is  specified  in  paragraph 
(a)  (1)  of  this  section  except  that  it  does 
not  show  a  withdrawal  date. 

(b)  Other  computer  printouts  con¬ 
taining  IND  and  NDA  Information  are 
available  to  the  extent  that  they  do  not 
reveal  data  or  information  prohibited 
from  disclosure  under  §{  4.61,  312.5,  and 
314.14  of  this  chapter. 

§  4.118  Advisory  committee  records. 

All  advisory  committee  records  shall  be 
handled  in  accordance  with  the  rules 
established  in  Part  2  of  this  chapter. 


PART  8— COLOR  ADDITIVES 

4.  In  Part  8,  by  revising  §  8.9  to  read  as 
follows: 

§  8.9  Confidentiality  of  data  and  infor¬ 
mation  in  color  additive  petitions. 

(a)  The  following  data  and  informa¬ 
tion  in  a  color  additive  petition  are  avail¬ 
able  for  public  disclosure,  unless  extra¬ 
ordinary  circumstances  are  shown,  after 
the  notice  of  filing  of  the  petition  is 
published  in  the  Federal  Register  or,  if 
the  petition  is  not  promptly  filed  because 
of  deficiencies  in  it,  after  the  petitioner 
is  informed  that  it  will  not  be  filed  be¬ 
cause  of  the  deficiencies  involved: 

(1)  All  safety  and  functionality  data 
and  Information  submitted  with  or  in¬ 
corporated  by  reference  in  the  petition. 

(2)  A  protocol  for  a  test  or  study,  un¬ 
less  it  is  shown  to  fall  within  the  exemp¬ 
tion  established  for  trade  secrets  and 
confidential  commercial  information  in 
{  4.61  of  this  chapter. 

(3)  Adverse  reaction  reports,  product 
experience  reports,  consumer  complaints, 
and  other  similar  data  and  information, 
after  deletion  of : 

(1)  Names  and  any  Information  that 
would  identify  the  person  using  the 
product. 

(li)  Names  and  any  information  that 
would  identify  any  third  party  involved 
with  the  report,  such  as  a  physician  or 
hospital  or  other  institution. 

(4)  A  list  of  all  ingredients  contained 
in  a  color  additive,  whether  or  not  it  is 
in  descending  order  of  predominance.  A 
particular  ingredient  or  group  of  ingredi¬ 
ents  shall  be  deleted  from  any  such  list 
prior  to  public  disclosure  if  it  is  shown 
to  fall  within  the  exemption  established 
in  §  4.61  of  this  chapter,  and  a  notation 
shall  be  made  that  any  such  ingredient 
list  is  incomplete. 

(5)  An  assay  method  or  other  analyti¬ 
cal  method,  unless  it  serves  no  regulatory 
or  compliance  purpose  and  is  shown  to 
fall  within  the  exemption  established  in 
|  4.61  of  this  chapter. 

(6)  All  records  showing  the  Food  and 
Drug  Administration’s  testing  of  or  ac¬ 


tion  an  a  particular  lot  of  a  certifiable 
color  additive. 

(b)  The  following  data  and  informa¬ 
tion  in  a  color  additive  petition  are  not 
available  for  public  disclosure  unless  they 
have  been  previously  disclosed  to  the 
public  as  defined  in  {  4.81  of  this  chapter 
or  they  relate  to  a  product  or  ingredient 
that  has  been  abandoned  and  they  no 
longer  represent  a  trade  secret  or  con¬ 
fidential  commercial  or  financial  in¬ 
formation  as  defined  in  1 4.61  of  this 
chapter: 

(1)  Manufacturing  methods  or  proc¬ 
esses,  including  quality  control  proce¬ 
dures. 

(2)  Production,  sales,  distribution,  and 
similar  data  and  information,  except  that 
any  compilation  of  such  data  and  in¬ 
formation  aggregated  and  prepared  in  a 
way  that  does  not  reveal  data  or  In¬ 
formation  which  is  not  available  for  pub¬ 
lic  disclosure  under  this  provision  is 
available  for  public  disclosure. 

(3)  Quantitative  or  semiquantitatlve 
formulas. 

(c)  All  correspondence  and  written 
summaries  of  oral  discussions  relating  to 
a  color  additive  petition  are  available  for 
public  disclosure  in  accordance  with  the 
provisions  of  Part  4  of  this  chapter  when 
the  color  additive  regulation  is  published 
in  the  Federal  Register. 

(d)  For  purposes  of  this  regulation, 
safety  and  functionality  data  include  all 
studies  and  tests  of  a  color  additive  on 
animals  and  humans  and  all  studies  and 
tests  on  a  color  additive  for  identity, 
stability,  purity,  potency,  performance, 
and  usefulness. 


SUBCHAPTER  B — FOOD  AND  FOOD  PRODUCTS 

PART  10— DEFINITIONS  AND 
STANDARDS  OF  IDENTITY 

5.  In  Part  10,  by  adding  a  new  para¬ 
graph  (k)  to  {  10.5  as  follows: 

§  10.5  Temporary  permits  for  interstate 
shipment  of  ex  peri  mental  packs  of 
food  varying  from  the  requirements 
of  definitions  and  standards  of  iden¬ 
tity. 

•  •  •  •  • 

(k)  All  applications  for  a  temporary 
permit,  applications  for  an  extension  of 
a  temporary  permit,  and  related  records 
are  available  for  public  disclosure  when 
the  notice  of  a  permit  or  extension 
thereof  is  published  in  the  Federal  Reg¬ 
ister.  Such  disclosure  shall  be  in  ac¬ 
cordance  with  the  rules  established  in 
Part  4  of  this  chapter. 


PART  90— EMERGENCY  PERMIT 
CONTROL 

6.  In  Part  90,  by  adding  a  new  para¬ 
graph  (1)  to  {  90.20  to  read  as  follows: 

§  90.20  Thermal  processing  of  low-acid 
foods  packaged  in  hermetically 
sealed  containers. 

•  •  •  *  * 

O)  The  following  data  and  informa¬ 
tion  submitted  to  the  Food  and  Drug  Ad¬ 
ministration  pursuant  to  this  section  are 
not  available  for  public  disclosure  unless 
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they  have  been  previously  disclosed  to 
the  public  as  defined  in  8  4.81  of  this 
chapter  or  they  relate  to  a  product  or 
ingredient  that  has  been  abandoned  and 
they  no  longer  represent  a  trade  secret 
or  confidential  commercial  or  financial 
information  as  defined  in  8  4.61  of  this 
chapter : 

(1)  Manufacturing  methods  or  pro¬ 
cesses,  Including  quality  control  infor¬ 
mation. 

(2)  Production,  sales,  distribution,  and 
similar  data  and  information,  except 
that  any  compilation  of  such  data  and 
information  aggregated  and  prepared 
in  a  way  that  does  not  reveal  data  or  in¬ 
formation  which  is  not  available  for  pub¬ 
lic  disclosure  under  this  provision  is 
available  for  public  disclosure. 

(3)  Quantitative  or  semiquantitative 
formulas. 


PART  121— FOOD  ADDITIVES 

7.  In  Part  121,  by  revising  8  121.51(h) 
to  read  as  follows : 

§  121.51  Petitions  proposing  regula¬ 
tions  for  food  additives. 

*  •  •  •  • 

(h)  (1)  The  following  data  and  infor¬ 
mation  in  a  food  additive  petition  are 
available  for  public  disclosure,  unless 
extraordinary  circumstances  are  shown, 
after  the  notice  of  filing  of  the  petition 
is  published  in  the  Federal  Register 
or,  if  the  petition  is  not  promptly  filed 
because  of  deficiencies  in  it,  after  the 
petitioner  is  informed  that  it  will  not  be 
filed  because  of  the  deficiencies  involved : 

(i)  All  safety  and  functionality  data 
and  information  submitted  with  or  in¬ 
corporated  by  reference  in  the  petition. 

(ii)  A  protocol  for  a  test  or  study, 
unless  it  is  shown  to  fall  within  the  ex¬ 
emption  established  for  trade  secrets 
and  confidential  commercial  information 
in  8  4.61  of  this  chapter. 

(iii)  Adverse  reaction  reports,  product 
experience  reports,  consumer  complaints, 
and  other  similar  data  and  information, 
after  deletion  of : 

(a)  Names  and  any  information  that 
would  identify  the  person  using  the 
product. 

(b)  Names  and  any  information  that 
would  identify  any  third  party  involved 
with  the  report,  such  as  a  physician  or 
hospital  or  other  institution. 

(iv)  A  list  of  all  ingredients  contained 
in  a  food  additive,  whether  or  not  it  is 
in  descending  order  of  predominance.  A 
particular  ingredient  or  group  of  ingre¬ 
dients  shall  be  deleted  from  any  such  list 
prior  to  public  disclosure  if  it  is  shown 
to  fall  within  the  exemption  established 
in  §  4.61  of  this  chapter,  and  a  notation 
shall  be  made  that  any  such  ingredient 
list  is  incomplete. 

(v)  An  assay  method  or  other  ana¬ 
lytical  method,  unless  it  serves  no  regu¬ 
latory  or  compliance  purpose  and  is 
shown  to  fall  within  the  exemption  es¬ 
tablished  in  8  4.61  of  this  chapter. 

(2)  The  following  data  and  informa¬ 
tion  in  a  food  additive  petition  are  not 
available  for  public  disclosure  unless  they 


have  been  previously  disclosed  to  the 
public  as  defined  in  8  4.81  of  this  chapter 
or  they  relate  to  a  product  or  ingredient 
that  has  been  abandoned  and  they  no 
longer  represent  a  trade  secret  or  confi¬ 
dential  commercial  or  financial  infor¬ 
mation  as  defined  in  8  4.61  of  this 
chapter: 

(i)  Manufacturing  methods  or  proc¬ 
esses,  including  quality  control  proce¬ 
dures. 

(ii)  Production,  sales,  distribution, 
and  similar  data  and  information,  except 
that  any  compilation  of  such  data  and 
information  aggregated  and  prepared  in 
a  way  that  does  not  reveal  data  or  infor¬ 
mation  which  is  not  available  for  public 
disclosure  under  this  provision  is  avail¬ 
able  for  public  disclosure. 

(iii)  Quantitative  or  semiquantitative 
formulas. 

(3)  All  correspondence  and  written 
summaries  of  oral  discussions  relating  to 
a  food  additive  petition  are  available  for 
public  disclosure  in  accordance  with  the 
provisions  of  Part  4  of  this  chapter  when 
the  food  additive  regulation  is  published 
in  the  Federal  Register. 

(4)  For  purposes  of  this  regulation, 
safety  and  functionality  data  include  all 
studies  and  tests  of  a  food  additive  on 
animals  and  humans  and  all  studies  and 
tests  on  a  food  additive  for  identity,  sta¬ 
bility,  purity,  potency,  performance,  and 
usefulness. 

SUBCHAPTER  C— DRUGS 

PART  135— NEW  ANIMAL  DRUGS 

8.  In  Part  135: 

a.  By  revising  §  135.33  to  read  as 
follows : 

§  135.33  Confidentiality  of  data  and  in¬ 
formation  in  an  investigational  new 
animal  drug  notice. 

(a)  The  existence  of  an  INAD  notice 
will  not  be  disclosed  by  the  Food  and 
Drug  Administration  unless  it  has  previ¬ 
ously  been  publicly  disclosed  or  ac¬ 
knowledged. 

(b)  The  availability  for  public  disclo¬ 
sure  of  all  data  and  information  in  an 
INAD  file  shall  be  handled  in  accordance 
with  provisions  established  in  §  135.33a. 

b.  By  adding  new  §  135.33a  to  read  as 
follows: 

§  135.33a  Confidentiality  of  data  and  in¬ 
formation  in  a  new  animal  drug  ap¬ 
plication  file. 

(a)  For  purposes  of  this  section  the 
“NADA  file”  includes  all  data  and  infor¬ 
mation  submitted  with  or  incorporated 
by  reference  in  the  NADA,  INAD’s  incor¬ 
porated  into  the  NADA,  supplemental 
NADA’s,  reports  under  §§  135.14a  and 
135.14b,  master  files,  and  other  related 
submissions.  The  availability  for  public 
disclosure  of  any  record  in  the  NADA  file 
shall  be  handled  in  accordance  with  the 
provisions  of  this  section. 

(b)  The  existence  of  an  NADA  file  will 
not  be  disclosed  by  the  Food  and  Drug 
Administration  before  an  approval  has 
beeft  published  in  the  Federal  Register, 
unless  it  has  previously  been  publicly  dis¬ 
closed  or  acknowledged. 


(c)  If  the  existence  of  an  NADA  file 
has  not  been  publicly  disclosed  or  ac¬ 
knowledged,  no  data  or  information  in 
the  NADA  file  is  available  for  public 
disclosure. 

(d)  If  the  existence  of  an  NADA.  file 
has  been  publicly  disclosed  or  acknowl¬ 
edged  before  an  approval  has  been  pub¬ 
lished  in  the  Federal  Register,  no  data 
or  Information  contained  in  the  file  is 
available  for  public  disclosure  before 
such  approval  is  published,  but  the  Com¬ 
missioner  may,  in  his  discretion,  disclose 
a  summary  of  such  selected  portions  of 
the  safety  and  effectiveness  data  as  are 
appropriate  for  public  consideration  of  a 
specific  pending  issue,  e.g.,  at  an  open 
session  of  a  Food  and  Drug  Administra¬ 
tion  advisory  committee  or  pursuant  to 
an  exchange  of  important  regulatory  in¬ 
formation  with  a  foreign  government. 

(e)  After  an  approval  has  been  pub¬ 
lished  in  the  Federal  Register,  the  fol¬ 
lowing  data  and  information  in  the 
NADA  file  are  immediately  available  for 
public  disclosure  unless  extraordinary 
circumstances  are  shown: 

(1)  All  safety  and  effectiveness  data 
and  information  previously  disclosed  to 
the  public,  as  defined  in  |  4.81  of  this 
chapter. 

(2)  A  summary  or  summaries  of  the 
safety  and  effectiveness  data  and  infor¬ 
mation  submitted  with  or  incorporated 
by  reference  in  the  NADA  file.  Such  sum¬ 
maries  do  not  constitute  the  full  reports 
of  investigations  under  section  512(b)  (1) 
of  the  act  (21  U.S.C.  360b(b)(l))  on 
which  the  safety  or  effectiveness  of  the 
drug  may  be  approved.  Such  summaries 
shall  consist  of  the  following: 

(i)  For  an  NADA  approved  prior  to 
July  1,  1975,  internal  agency  records 
that  describe  such  data  and  information, 
e.g.,  a  summary  of  basis  for  approval  or 
internal  reviews  of  the  data  and  informa¬ 
tion,  after  deletion  of : 

(a)  Names  and  any  information  that 
would  identify  the  investigators. 

(b)  Any  inappropriate  gratuitous  com¬ 
ments  unnecessary  to  an  objective  analy¬ 
sis  of  the  data  and  information. 

(ii)  For  an  NADA  approved  on  or  after 
July  1, 1975,  a  summary  of  such  data  and 
information  prepared  in  one  of  the  fol¬ 
lowing  two  alternative  ways  shall  be 
publicly  released  when  the  approval  is 
published  in  the  Federal  Register. 

(a)  The  Bureau  of  Veterinary  Medi¬ 
cine  may  at  an  appropriate  time  prior  to 
approval  of  the  NADA  require  the  appli¬ 
cant  to  prepare  a  summary  of  such  data 
and  information,  which  will  be  reviewed 
and,  where  appropriate,  revised  by  the 
Bureau. 

(b)  The  Bureau  of  Veterinary  Medi¬ 
cine  may  prepare  its  own  summary  of 
such  data  and  information. 

(3)  A  protocol  for  a  test  or  study,  un¬ 
less  it  is  shown  to  fall  within  the  exemp¬ 
tion  established  for  trade  secrets  and 
confidential  commercial  information  in 
8  4.61  of  this  chapter. 

(4)  Adverse  reaction  reports,  product 
experience  reports,  consumer  complaints, 
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tod  other  similar  data  and  information,  PART  146 — ANTIBIOTIC  DRUGS  FOR  VET- 
after  deletion  of:  ERINARY  USE;  PROCEDURAL  AND  IN- 

(i)  Names  and  any  information  that  TERPRETIVE  REGULATIONS 

would  identify  the  person  using  the  9.  ^  Part  146  by  adding  the  foUow_ 

product  ing  new  section: 

(ii)  Names  and  any  information  that 

would  identify  any  third  party  involved  §  146-16  Confidentiality  of  data  and  in- 
with  the  report,  such  as  a  physician,  formation  in  an  investigational  new 

hospital,  or  other  institution.  animal  drug  notice  and  a  new  animal 

(5)  A  list  Of  all  active  ingredients  and  drug  application  file  for  an  antibiotic 

any  Inactive  ingredients  previously  dis-  drug. 

closed  to  the  public  as  defined  in  §  4.81  (a)  The  rules  established  in  8  §  135.33 

of  this  chapter.  and  135.33a  of  this  chapter  with  regard 

(6)  An  assay  method  or  other  ana-  to  the  confidentiality  of  an  investigation- 

lytical  method,  unless  it  serves  no  regu-  al  new  animal  drug  notice  and  a  new 
latory  or  compliance  purpose  and  is  animal  drug  application  file  shall  apply 
shown  to  fall  within  the  exemption  estab-  to  such  notices  and  files  for  antibiotic 
lished  in  §  4.61  of  this  chapter.  drugs  for  new  animal  drug  use. 

(7)  All  correspondence  and  written  (b)  All  records  showing  the  Food  and 


support  of  their  applications.  The  confi¬ 
dentiality  of  such  data  shall  be  deter¬ 
mined  in  accordance  with  Part  4  of  this 
chapter  and  |  314.14.  Because  the  appli¬ 
cant  is  legally  responsible  for  the  com¬ 
position  of  the  new  drug  and  all  its  in¬ 
gredients  and  may  require  information 
in  the  master  file  for  judicial  or  admin¬ 
istrative  proceedings  concerning  the 
drug,  the  Food  and  Drug  Administration 
will  not  withhold  such  information  from 
the  applicant  when  his  need  for  it  arises 
and  he  submits  a  written  request  for  it. 
The  Food  and  Drug  Administration  will 
inform  the  person  who  submitted  the 
data  of  any  such  requests. 

b.  By  adding  new  §  314.14  to  read  as 
follows: 


summaries  of  oral  discussions  relating 
to  the  NADA,  in  accordance  with  the 
provisions  of  Part  4  of  this  chapter. 

(f)  All  safety  and  effectiveness  data 
and  information  not  previously  disclosed 
to  the  public  are  available  for  public 
disclosure  at  the  time  that  any  one  of  the 
following  events  occurs: 

(1)  The  NADA  has  been  abandoned 
and  no  further  work  is  being  undertaken 
with  respect  to  it. 

(2)  A  final  determination  is  made  that 
the  NADA  is  not  approvable,  and  all  legal 
appeals  have  been  exhausted. 

(3)  Approval  of  the  NADA  is  with¬ 
drawn,  and  all  legal  appeals  have  been 
exhausted. 

(4)  A  final  determination  has  been 
made  that  the  animal  drug  is  not  a  new 
animal  drug. 

(5)  A  final  determination  has  been 
made  that  the  animal  drug  may  be 
marketed  without  submission  of  such 
safety  and/or  effectiveness  data  and  in¬ 
formation. 

(g)  The  following  data  and  informa¬ 
tion  in  an  NADA  file  are  not  available 
for  public  disclosure  unless  they  have 
been  previously  disclosed  to  the  public 
as  defined  in  8  4.81  of  this  chapter  or 
they  relate  to  a  product  or  ingredient 
that  has  been  abandoned  and  they  no 
longer  represent  a  trade  secret  or  confi¬ 
dential  commercial  or  financial  infor¬ 
mation  as  defined  in  8  4.61  of  this 
chapter: 

(1)  Manufacturing  methods  or  proc¬ 
esses,  Including  quality  control  proce¬ 
dures. 

(2)  Production,  sales,  distribution, 
and  similar  data  and  information,  ex¬ 
cept  that  any  compilation  of  such  data 
and  information  aggregated  and  pre¬ 
pared  in  a  way  that  does  not  reveal  data 
or  information  which  is  not  available  for 
public  disclosure  under  this  provision  is 
available  for  public  disclosure. 

(3)  Quantitative  or  semiquantitative 
formulas. 

(h)  For  purposes  of  this  regulation, 
safety  and  effectiveness  data  include  all 
studies  and  tests  of  an  animal  drug  on 
ft.nimfl.is  and  all  studies  and  tests  on  the 
animal  drug  for  identity,  stability,  purity, 
potency,  and  bioavailability. 


Drug  Administration’s  testing  of  and  ac¬ 
tion  on  a  particular  lot  of  a  certifiable 
antibiotic  drug  for  veterinary  use  are  im¬ 
mediately  available  for  public  disclosure. 

SUBCHAPTER  D— DRUGS  FOR  HUMAN  USE 

PART  312— NEW  DRUGS  FOR 
INVESTIGATIONAL  USE 

10.  In  Part  312,  by  adding  new  8  312.5 
to  read  as  follows: 

§  312.5  Confidentiality  of  data  and  in¬ 
formation  in  an  investigational  new 
drag  notice  (1ND). 

(a)  The  existence  of  an  IND  notice 
will  not  be  disclosed  by  the  Food  and 
Drug  Administration  unless  it  has 
previously  been  publicly  disclosed  or 
acknowledged. 

(b)  The  availability  for  public  dis¬ 
closure  of  all  data  and  Information  in 
an  IND  file  shall  be  handled  in  accord¬ 
ance  with  the  provisions  established  in 
8  314.14  of  this  chapter  for  the  confi¬ 
dentiality  of  data  and  information  in 
new  drug  applications. 

(c)  Notwithstanding  the  provisions  of 
8  314.14  of  this  chapter,  the  Food  and 
Drug  Administration  shall  disclose  upon 
request  to  an  individual  on  whom  an  in¬ 
vestigational  new  drug  has  been  used  a 
copy  of  any  adverse  reaction  report  re¬ 
lating  to  such  use. 

PART  314— NEW  DRUG  APPLICATIONS 

11.  In  Part  314: 

a.  By  revising  the  heading  and  para¬ 
graph  (b)  of  8  314.11  to  read  as  follows: 

§  314.11  Master  files. 

*  *  *  •  • 

(b)  Section  301  (j)  of  the  act  makes  it 
an  offense  to  divulge  to  unauthorized 
persons  any  information  acquired  from 
a  new-drug  application  concerning  any 
method  or  process  that  is  a  trade  secret. 
Basic  manufacturers  sometimes  submit 
data  to  the  Food  and  Drug  Administra¬ 
tion  in  the  form  of  so-called  master  files 
for  the  purpose  of  establishing  the  safety 
of  ingredients  that  may  be  used  in  new 
drugs  and  authorize  specified  applicants 
to  incorporate  by  reference  such  data  in 


§  314.14  Confidentiality  of  data  and  in¬ 
formation  in  a  new  drag  application 
-  (NDA)  file. 

(a)  For  purposes  of  this  section  the 
“NDA  file”  includes  all  data  and  infor¬ 
mation  submitted  with  or  incorporated 
by  reference  in  the  NDA,  IND’s  incorpo¬ 
rated  into  the  NDA,  supplemental  NDA’s; 
reports  under  88  310.300  and  310.310  of 
this  chapter,  master  files,  and  other  re¬ 
lated  submissions.  The  availability  for 
public  disclosure  of  any  record  in  the 
NDA  file  shall  be  handled  in  accordance 
with  the  provisions  of  this  section. 

(b)  The  existence  of  an  NDA  file  will 
not  be  disclosed  by  the  Food  and  Drug 
Administration  before  an  approvable  let¬ 
ter  has  been  sent  to  the  applicant,  unless 
it  has  previously  been  publicly  disclosed 
or  acknowledged.  The  Director  of  the  Bu¬ 
reau  of  Drugs  will  maintain  a  list  avail¬ 
able  for  public  disclosure  of  pending 
NDA’s  for  which  an  approvable  letter  has 
been  sent  to  the  applicant. 

(c)  If  the  existence  of  an  NDA  file  has 
not  been  publicly  disclosed  or  acknowl¬ 
edged,  no  data  or  information  in  the  NDA 
file  are  available  for  public  disclosure. 

(d)  If  the  existence  of  an  NDA  file  has 
been  publicly  disclosed  or  acknowledged 
before  an  approval  letter  has  been  sent 
to  the  applicant,  no  data  or  information 
contained  in  the  file  1s  available  for  pub¬ 
lic  disclosure  before  such  letter  is  sent 
but  the  Commissioner  may,  in  his  dis¬ 
cretion,  disclose  a  summary  of  such  se¬ 
lected  portions  of  the  safety  and  effec¬ 
tiveness  data  as  are  appropriate  for  pub¬ 
lic  consideration  of  a  specific  pending 
issue,  e.g.,  at  an  open  session  of  a  Food 
and  Drug  Administration  advisory  com¬ 
mittee  or  pursuant  to  an  exchange  of  im¬ 
portant  regulatory  information  with  a 
foreign  government. 

(e)  After  an  approval  letter  has  been 
sent  to  the  applicant  for  a  pending  NDA, 
the  following  data  and  information  in 
the  NDA  file  are  immediately  available 
for  public  disclosure  unless  extraordi¬ 
nary  circumstances  are  shown: 

(1)  All  safety  and  effectiveness  data 
and  information  previously  disclosed  to 
the  public,  as  defined  in  8  4.81  of  this 
chapter. 
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(2)  A  summary  or  summaries  of  the 
safety  and  effectiveness  data  and  infor¬ 
mation  submitted  with  or  Incorporated 
by  reference  in  the  NDA  file.  Such  sum¬ 
maries  do  not  constitute  the  full  reports 
of  investigations  under  section  505(b)  (1) 
of  the  act  (21  U.S.C.  355(b)  (1) )  on  which 
the  safety  or  effectiveness  of  the  drug 
may  be  approved.  Such  summaries  shall 
consist  of  the  following: 

(i)  For  an  NDA  approved  prior  to 
July  1, 1975,  internal  agency  records  that 
describe  such  data  and  information,  e.g., 
a  summary  of  basis  for  approval  or  inter¬ 
nal  reviews  of  the  data  and  informa¬ 
tion,  after  deletion  of : 

(a)  Names  and  any  information  that 
would  identify  patients  or  test  subjects  or 
the  investigators. 

(b)  Any  inappropriate  gratuitous  com¬ 
ments  unnecessary  to  an  objective  analy¬ 
sis  of  the  data  and  information. 

(ii)  For  an  NDA  approved  on  or  after 
July  1, 1975,  a  summary  of  such  data  and 
Information  prepared  in  one  of  the  fol¬ 
lowing  two  alternative  ways  shall  be 
publicly  released  when  the  approval  let¬ 
ter  is  sent. 

(a)  Hie  Bureau  of  Drugs  may  at  an 
appropriate  time  prior  to  approval  of  the 
NDA  require  the  applicant  to  prepare  a 
summary  of  such  data  and  information, 
which  will  be  reviewed  and,  where  ap¬ 
propriate,  revised  by  the  Bureau. 

(b)  The  Bureau  of  Drugs  may  prepare 
Its  own  summary  of  such  data  and  in¬ 
formation. 

(3)  A  protocol  for  a  test  or  study,  un¬ 
less  it  is  shown  to  fall  within  the  exemp¬ 
tion  established  for  trade  secrets  and 
confidential  commercial  information  in 
§  4.61  of  this  chapter. 

(4)  Adverse  reaction  reports,  product 
experience  reports,  consumer  complaints, 
and  other  similar  data  and  information, 
after  deletion  of : 

(i)  Names  and  any  information  that 
would  identify  the  person  using  the  prod¬ 
uct. 

(ii)  Names  and  any  information  that 
would  identify  any  third  party  involved 
with  the  report,  such  as  a  physician  or 
hospital  or  other  institution. 

(5)  A  list  of  all  active  ingredients  and 
any  inactive  ingredients  previously  dis¬ 
closed  to  the  public  as  defined  in  S  4.81 
of  this  chapter. 

(6)  An  assay  method  or  other  analyti¬ 
cal  method,  unless  it  serves  no  regula¬ 
tory  or  compliance  purpose  and  is  shown 
to  fall  within  the  exemption  established 
in  §  4.61  of  this  chapter. 

(7)  All  correspondence  and  written 
summaries  of  oral  discussions  relating 
to  the  NDA  file,  in  accordance  with  the 
provisions  of  Part  4  of  this  chapter. 

(f)  All  safety  and  effectiveness  data 
and  information  not  previously  disclosed 
to  the  public  are  available  for  public  dis¬ 
closure  at  the  time  that  any  one  of  the 
following  events  occurs: 

(1)  The  NDA  has  been  abandoned  and 
no  further  work  is  being  undertaken 
with  respect  to  it. 

(2)  A  final  determination  is  made  that 
the  NDA  is  not  approvable,  and  all  legal 
appeals  have  been  exhausted. 
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(3)  Approval  of  the  NDA  is  withdrawn, 
and  all  legal  appeals  have  been  ex¬ 
hausted. 

(4)  A  final  determination  has  been 
made  that  the  drug  is  not  a  new  drug. 

(5)  A  final  determination  has  been 
made  that  the  drug  may  be  marketed 
without  submission  of  such  safety  and/ 
or  effectiveness  data  and  information. 

(g)  The  following  data  and  informa¬ 
tion  in  an  NDA  file  are  not  available  for 
public  disclosure  unless  they  have  been 
previously  disclosed  to  the  public  as  de¬ 
fined  in  §  4.81  of  this  chapter  or  they 
relate  to  a  product  or  ingredient  that 
has  been  abandoned  and  they  no  longer 
represent  a  trade  secret  or  confidential 
commercial  or  financial  information  as 
defined  in  §  4.61  of  this  chapter: 

(1)  Manufacturing  methods  or  proc-. 
esses,  including  quality  control  proce¬ 
dures. 

(2)  Production,  sales,  distribution,  and 
similar  data  and  information,  except 
that  any  compilation  of  such  data  and 
information  aggregated  and  prepared  in 
a  way  that  does  not  reveal  data  or  in¬ 
formation  which  is  not  available  for 
public  disclosure  under  this  provision  is 
available  for  public -disclosure. 

(3)  Quantitative  or  semiquantitative 
formulas. 

(h)  The  compilations  of  information 
specified  in  $  4.117  of  this  chapter  are 
available  for  public  disclosure. 

(i)  For  purposes  of  this  regulation, 
safety  and  effectiveness  data  Include  all 
studies  and  tests  of  a  drug  on  animals 
and  humans  and  all  studies  and  tests 
on  the  drug  for  identity,  stability,  puri¬ 
ty,  potency,  and  bioavailability. 


PART  431— CERTIFICATION  OF 
ANTIBIOTIC  DRUGS 

12.  In  Part  431,  by  adding  a  new 
Subpart  D  to  read  as  follows: 

Subpart  D — Confidentiality  of  Information 
Sec. 

431.70  Confidentiality  of  data  and  Infor¬ 

mation  in  an  Investigational  new 
drug  notice  for  an  antibiotic  drug. 

431.71  Confidentiality  of  data  and  Infor¬ 

mation  In  an  antibiotic  drug  file. 

Authority :  Pub.  L.  90-23,  81  Stat.  54—56, 
as  amended  by  88  Stat.  1561-1665  (6  US.C. 
652) . 

Subpart  D— Confidentiality  of  Information 

§  431.70  Confidentiality  of  data  and  in¬ 
formation  in  an  investigational  new 
drug  notice  for  an  antibiotic  drug. 

(a)  The  existence  of  an  IND  notice  for 
an  antibiotic  drug  will  not  be  disclosed 
by  the  Food  and  Drug  Administration 
unless  It  has  previously  been  publicly 
disclosed  or  acknowledged. 

(b)  The  availability  for  public  dis¬ 
closure  of  all  data  and  Information  In 
an  IND  file  for  an  antibiotic  drug  shall 
be  handled  in  accordance  with  the  pro¬ 
visions  established  In  §  431.71. 

(c)  Notwithstanding  the  provisions  of 
§  431.71,  the  Food  and  Drug  Administra¬ 
tion  shall  disclose  upon  request  to  an 
individual  on  whom  an  investigational 
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antibiotic  has  been  used  a  copy  of  any 
adverse  reaction  report  relating  to  such 
use. 

§  431.71  Confidentiality  of  data  and  in¬ 
formation  in  an  antibiotic  drug  file. 

(a)  For  purposes  of  this  section,  an 
“antibiotic  drug  file”  includes  all  data 
and  information  submitted  with  or  in¬ 
corporated  by  reference  in  any  form 
submitted  pursuant  to  §§  431.50  or  431.60, 
IND’s  incorporated  into  any  such  form, 
master  files,  and  other  related  submis¬ 
sions.  The  availability  for  public  dis¬ 
closure  of  any  record  in  the  antibiotic 
drug  file  shall  be  handled  In  accordance 
with  the  provisions  of  this  section. 

(b)  The  existence  of  an  antibiotic  drug 
file  will  not  be  disclosed  by  the  Food  and 
Drug  Administration  before  an  approv¬ 
able  letter  has  been  sent  to  the  applicant, 
unless  it  has  previously  been  publicly  dis¬ 
closed  or  acknowledged.  The  Director  of 
the  Bureau  of  Drugs  will  maintain  a  list 
available  for  public  disclosure  of  pending 
Forms  5  for  which  an  approvable  letter 
has  been  sent  to  the  applicant. 

(c)  If  the  existence  of  an  antibiotic 
drug  file  has  not  been  publicly  disclosed 
or  acknowledged,  no  data  or  information 
in  the  antibiotic  drug  file  is  available  for 
public  disclosure. 

(d)  If  the  existence  of  an  antibiotic 
drug  file  has  been  publicly  disclosed  or 
acknowledged  before  an  approval  letter 
has  been  sent  to  the  applicant,  no  data 
or  Information  contained  in  the  file  Is 
available  for  public  disclosure  before 
such  letter  is  sent,  but  the  Commissioner 
may,  in  his  discretion,  disclose  a  sum¬ 
mary  of  such  selected  portions  of  the 
safety  and  effectiveness  data  as  are  ap¬ 
propriate  for  public  consideration  of  a 
specific  pending  issue,  e.g.,  at  an  open 
session  of  a  Food  and  Drug  Administra¬ 
tion  advisory  committee  or  pursuant  to 
an  exchange  of  important  regulatory  in¬ 
formation  with  a  foreign  government. 

(e)  After  an  approval  letter  has  been 
sent  to  the  applicant  for  a  pending  anti¬ 
biotic  drug  file,  the  following  data  and 
Information  in  the  NDA  file  are  Immedi¬ 
ately  available  for  public  disclosure  un¬ 
less  extraordinary  circumstances  are 
shown: 

(1)  All  safety  and  effectiveness  data 
and  Information. 

(2)  A  protocol  for  a  test  or  study,  un¬ 
less  it  is  shown  to  fall  within  the  ex¬ 
emption  established  for  trade  secrets  and 
confidential  commercial  information  In 
S  4.61  of  this  chapter. 

(3)  Adverse  reaction  reports,  product 
experience  reports,  consumer  complaints, 
and  other  similar  data  and  information, 
after  deletion  of : 

(i)  Names  and  any  information  that 
would  identify  the  person  using  the  prod¬ 
uct. 

(ii)  Names  and  any  information  that 
would  Identify  any  third  party  Involved 
with  the  report,  such  as  a  physician  or 
hospital  or  other  institution. 

(4)  A  list  of  all  active  Ingredients  and 
any  inactive  ingredients  previously  dis¬ 
closed  to  the  public  as  defined  In  S  4.81 
of  this  chapter. 
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(5)  An  assay  method  or  other  analyti¬ 
cal  method,  unless  it  serves  no  regulatory 
or  compliance  purpose  and  is  shown  to 
fall  within  the  exemption  established  in 
§  4.61  of  this  chapter. 

(6)  All  correspondence  and  written 
summaries  of  oral  discussions  relating 
to  the  antibiotic  file,  in  accordance  with 
the  provisions  of  Part  4  of  this  chapter. 

(7)  All  records  showing  the  testing  of 
and  action  on  a  particular  lot  of  a  cer¬ 
tifiable  antibiotic  drug  by  the  Food  and 
Drug  Administration. 

(f)  The  following  data  and  informa¬ 
tion  in  an  antibiotic  drug  file  are  not 
available  for  public  disclosure  unless 
they  have  been  previously  disclosed  to 
the  public  as  defined  in  $  4.81  of  this 
chapter  or  they  relate  to  a  product  or  in¬ 
gredient  that  has  been  abandoned  and 
they  no  longer  represent  a  trade  secret 
or  confidential  commercial  or  financial 
Information  as  defined  in  $  4.61  of  this 
chapter: 

(1)  Manufacturing  methods  or  proc¬ 
esses,  including  quality  control  proce¬ 
dures. 

(2)  Production,  sales,  distribution, 
and  similar  data  and  information,  ex¬ 
cept  that  any  compilation  of  such  data 
and  Information  aggregated  and  pre¬ 
pared  in  a  way  that  does  not  reveal  data 
or  information  which  is  not  available  for 
public  disclosure  under  this  provision  is 
available  for  public  disclosure. 

(3)  Quantitative  or  semiquantitative 
formulas. 

(g)  For  purposes  of  this  regulation, 
safety  and  effectiveness  data  include  all 
studies  and  tests  of  a  drug  on  animals 
and  humans  and  all  studies  and  tests 
on  the  drug  for  identity,  stability, 
purity,  potency,  and  bioavailability. 


SUBCHAPTER  F— BIOLOGICS 
PART  601— LICENSING 

13.  In  Part  601,  by  adding  a  new  Sub- 
part  F  to  read  as  follows: 

Subpart  F — Confidentiality  of  Information 

Sec. 

601.60  Confidentiality  of  data  and  informa 

tion  in  an  investigational  new  drug 
notice  for  a  biological  product. 

601.61  Confidentiality  of  data  and  informa¬ 

tion  in  applications  for  establish¬ 
ment  and  product  licenses. 

Authority  :  Pub.  L.  80-23,  81  Stat.  64-66, 
as  amended  by  88  Stat.  1561-1564  (5  U.S.C. 
652). 

Subpart  F — Confidentiality  of  Information 

§  601.50  Confidentiality  of  data  and  in¬ 
formation  in  an  investigational  new 
drug  notice  for  a  biological  product. 

(a)  The  existence  of  an  IND  notice  for 
a  biological  product  will  not  be  disclosed 
by  the  Food  and  Drug  Administration 
unless  it  has  previously  been  publicly 
disclosed  or  acknowledged. 

(b)  The  availability  for  public  dis¬ 
closure  of  all  data  and  information  in  an 
IND  file  for  a  biological  product  shall  be 
handled  in  accordance  with  the  pro¬ 
visions  established  in  §  601.51. 

(c)  Notwithstanding  the  provisions  of 
§  601.51,  the  Food  and  Drug  Administra¬ 


tion  shall  disclose  upon  request  to  an 
individual  on  whom  an  investigational 
biological  product  has  been  used  a  copy 
of  any  adverse  reaction  report  relating 
to  such  use. 

§  601.51  Confidentiality  of  data  and  in¬ 
formation  in  applications  for  estab¬ 
lishment  and  product  licensee. 

(a)  For  purposes  of  this  section  the 
“biological  product  file”  includes  all 
data  and  information  submitted  with 
or  incorporated  by  reference  in  any  ap¬ 
plication  for  an  establishment  or  prod¬ 
uct  license,  IND’s  incorporated  into  any 
such  application,  master  files,  and  other 
related  submissions.  The  availability  for 
public  disclosure  of  any  record  in  the 
biological  product  file  shall  be  handled  in 
accordance  with  the  provisions  of  this 
section. 

(b)  Hie  existence  of  a  biological  prod¬ 
uct  file  will  not  be  disclosed  by  the  Food 
and  Drug  Administration  before  a  prod¬ 
uct  license  has  been  sent  to  the  appli¬ 
cant,  unless  it  has  previously  been 
publicly  disclosed  or  acknowledged.  The 
Director  of  the  Bureau  of  Biologies  will 
maintain  a  list  available  for  public  dis¬ 
closure  of  biological  products  for  which 
a  license  has  been  issued. 

(c)  If  the  existence  of  a  biological 
product  file  has  not  been  publicly  dis¬ 
closed  or  acknowledged,  no  data  or  in¬ 
formation  in  the  biological  product  file 
is  available  for  public  disclosure. 

(d)  If  the  existence  of  a  biological 
product  file  has  been  publicly  disclosed  or 
acknowleged  before  a  license  has  been 
Issued,  no  data  or  information  contained 
in  the  file  is  available  for  public  dis¬ 
closure  before  such  license  is  issued,  but 
the  Commissioner  may,  in  his  discretion, 
disclose  a  summary  of  such  selected  por¬ 
tions  of  the  safety  and  effectiveness  data 
as  are  appropriate  for  public  considera¬ 
tion  of  a  specific  pending  issue,  e.g.,  at 
an  open  session  of  a  Food  and  Drug 
Administration  advisory  committee  or 
pursuant  to  an  exchange  of  Important 
regulatory  information  with  a  foreign 
government. 

(e)  After  a  license  has  been  issued, 
the  following  data  and  information  in 
the  biological  product  file  are  immedi¬ 
ately  available  for  public  disclosure  un¬ 
less  extraordinary  circumstances  are 
shown: 

(1)  All  safety  and  effectiveness  data 
and  information. 

(2)  A  protocol  for  a  test  or  study,  un¬ 
less  It  Is  shown  to  fall  within  the  exemp¬ 
tion  established  for  trade  secrets  and 
confidential  commerical  or  financial  In¬ 
formation  in  5  4.61  of  this  chapter. 

(3)  Adverse  reaction  reports,  product 
experience  reports,  consumer  complaints, 
and  other  similar  data  and  information, 
after  deletion  of: 

(i)  Names  and  any  information  that 
would  identify  the  person  using  the 
product. 

(ii)  Names  and  any  information  that 
would  identify  any  third  party  involved 
with  the  report,  such  as  a  physician  or 
hospital  or  other  institution. 

(4)  A  list  of  all  active  Ingredients  and 
any  inactive  Ingredients  previously  dis¬ 


closed  to  the  public,  as  defined  in  §  4.81 
of  this  chapter. 

(5)  An  assay  method  or  other  analyt¬ 
ical  method,  unless  it  serves  no  regula¬ 
tory  or  compliance  purpose  and  it  is 
shown  to  fall  within  the  exemption  estab¬ 
lished  in  §  4.61  of  this  chapter. 

(6)  All  correspondence  and  written 
summaries  of  oral  discussions  relating  to 
the  biological  product  file,  in  accordance 
with  the  provisions  of  Part  4  of  this 
chapter. 

(7)  All  records  showing  the  manu¬ 
facturer’s  testing  of  a  particular  lot,  after 
deletion  of  data  or  information  that 
would  show  the  volume  of  the  drug  pro¬ 
duced,  manufacturing  procedures  and 
controls,  yield  from  raw  materials,  costs, 
or  other  material  falling  within  §  4.61  of 
this  chapter. 

(8)  All  records  showing  the  testing  of 
and  action  on  a  particular  lot  by  the 
Food  and  Drug  Administration. 

(f)  The  following  data  and  Informa¬ 
tion  in  a  biological  product  file  are  not 
available  for  public  disclosure  unless 
they  have  been  previously  disclosed  to 
the  public  as  defined  in  §  4.81  of  this 
chapter  or  they  relate  to  a  product  or 
ingredient  that  has  been  abandoned  and 
they  no  longer  represent  a  trade  secret 
or  confidential  commercial  or  financial 
information  as  defined  in  §  4.61  of  this 
chapter: 

(1)  Manufacturing  methods  or  pro¬ 
cesses,  including  quality  control  proce¬ 
dures. 

(2)  Production,  sales,  distribution,  and 
similar  data  and  information,  except 
that  any  compilation  of  such  data  and 
information  aggregated  and  prepared  in 
a  way  that  does  not  reveal  data  or  in¬ 
formation  which  is  not  available  for  pub¬ 
lic  .  disclosure  under  this  provision  is 
available  for  public  disclosure. 

(3)  Quantitative  or  semiquantitative 
formulas. 

(g)  For  purposes  of  this  regulation, 
safety  and  effectiveness  data  include  all 
studies  and  tests  of  a  biological  product 
on  animals  and  humans  and  all  studies 
and  tests  on  the  drug  for  identity,  sta¬ 
bility,  purity,  potency,  and  bioavaila¬ 
bility. 


SUBCHAPTER  G— COSMETICS 

PART  720— VOLUNTARY  FILING  OF  COS¬ 
METIC  PRODUCT  INGREDIENT  AND 
COSMETIC  RAW  MATERIAL  COMPOSI¬ 
TION  STATEMENTS 

14.  In  Part  720,  by  revising  §  720.8  to 
read  as  follows: 

§  720.8  Confidentiality  of  statements. 

(a)  The  availability  for  public  disclo¬ 
sure  of  all  data  and  information  con¬ 
tained  in,  attached  to,  or  included  with, 
Forms  FD-2512,  2513,  2514,  and  amend¬ 
ments  thereto,  shall  be  handled  in  ac¬ 
cordance  with  the  provisions  established 
in  Part  4  of  this  chapter.  All  such  data 
and  information  are  submitted  volun¬ 
tarily  to  the  Food  and  Drug  Administra¬ 
tion  and  are  thus  subject  to  the  specific 
provisions  for  the  presubmission  review 
of  a  request  for  confidentiality  of  volun¬ 
tarily  submitted  data  under  5  4.44  of  this 
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chapter,  and  to  the  provisions  concerning 
data  and  Information  submitted  volun¬ 
tarily  to  the  Food  and  Drug  Administra¬ 
tion  under  9  4.111  of  this  chapter,  as  well 
as  to  the  exemptions  in  Subpart  D  of 
Part  4  of  this  chapter  and  the  limitations 
on  exemptions  in  Subpart  E  of  Part  4  of 
this  chapter. 

(b)  A  determination  pursuant  to  9  4.44 
of  this  chapter  that  an  ingredient  or  in¬ 
gredients  is  not  a  trade  secret  or  con¬ 
fidential  commercial  information  under 
§  4.61  of  this  chapter  constitutes  final 
agency  action  that  is  subject  to  judicial 
review  pursuant  to  5  U.S.C.  chapter  7. 
If  suit  is  brought  within  10  days  after 
such  a  determination,  the  Food  and  Drug 
Administration  will  not  disclose  the  rec¬ 
ords  involved  or  require  that  the  disputed 
ingredient  or  ingredients  be  disclosed  in 
labeling  until  the  matter  is  finally  de¬ 
termined  in  the  courts. 


PART  730 — VOLUNTARY  FILING  OF 
COSMETIC  PRODUCT  EXPERIENCES 

15.  In  Part  730,  by  revising  9  730.7  to 
read  as  follows: 


§  730.7  Confidentiality  of  reports. 

The  availability  for  public  disclosure 
of  all  data  and  information  contained  in, 
attached  to,  or  included  with  Forms  FD- 
2704,  2705,  2706,  and  amendments 

thereto,  shall  be  handled  in  accordance 
with  the  provisions  established  in  Part  4 
of  this  chapter.  All  such  data  and  infor¬ 
mation  are  submitted  voluntarily  to  the 
Food  and  Drug  Administration  and  are 
thus  subject  to  the  specific  provisions 
concerning  data  and  information  sub¬ 
mitted  voluntarily  to  the  Food  and  Drug 
Administration  in  9  4.111  of  this  chapter, 
as  well  as  to  the  exemptions  in  Subpart 
D  of  Part  4  of  this  chapter  and  the  limi¬ 
tations  on  exemptions  in  Subpart  E  of 
Part  4  of  this  chapter. 

Effective  date.  This  order  shall  be  ef¬ 
fective  on  (insert  date  30  days  after  date 
of  publication  in  the  Federal  Register)  . 
Interested  persons  may,  on  or  before  (in¬ 
sert  date  60  days  after  date  of  publica¬ 
tion  in  the  Federal  Register)  ,  file  with 


the  Hearing  Clerk,  Food  and  Drug  Ad¬ 
ministration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20852,  written  com¬ 
ments  (preferably  in  quintuplicate)  re¬ 
garding  matters  not  raised  in  the  pro¬ 
posal  published  in  the  Federal  Register 
of  May  5, 1972  (37  FR  9128)  and  consid¬ 
ered  in  the  preamble  to  this  order.  Com¬ 
ments  received  will  be  available  for  pub¬ 
lic  inspection  at  the  above  office  during 
working  hours,  Monday  through  Friday. 
Any  changes  in  this  order  justified  by 
such  comments  will  be  the  subject  of  a 
further  order  amending  the  specific  reg¬ 
ulations  involved. 

(Sec.  201  et  seq.,  Pub.  L.  717,  52  Stat.  1040 
et  seq.,  as  amended  (21  U.S.C.  321  et  seq.); 
sec.  1  et  seq..  Pub.  L.  410,  58  Stat.  682  et  seq., 
as  amended  (42  U.S.C.  201  et  seq.);  Pub.  L. 
90-23,  81  Stat.  54-56,  as  amended  by  88 
Stat.  1561-1665  (5  U.S.C.  652) ) 

Dated:  December  3, 1974. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 

(FR  Doc.74-28688  Filed  12-11-74:9:26  am( 
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